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DECL. OF ANNA RICH IN SUPPORT OF PLAINTIFF’S MOTION FOR PRELIMINARY INJUNCTION 

Case No. 3:19-cv-01184-EMC 
 

I, Anna Rich, declare as follows: 

1. I am a member of the California State Bar, admitted to practice before this Court, 

employed by the Office of the California Attorney General as a Deputy Attorney General, and 

counsel to Plaintiffs in this action.  I have personal knowledge of the facts set forth herein, and if 

called upon as a witness, I could testify to them competently under oath.   

2. Attached hereto as Exhibit A, is a true and correct copy of the OPA Program 

Requirements, “Program Requirements for Title X Funded Family Planning Projects” (“Program 

Requirements”), also published in April 2014.   

3. Attached hereto as Exhibit B, is a true and correct copy of the comment letter 

submitted by the California Medical Association on July 31, 2018, available online via 

regulations.gov.  

4. Attached hereto as Exhibit C, is a true and correct copy of the comment letter 

submitted by the Center for Reproductive Rights on July 31, 2018, available online via 

regulations.gov.  

5. Attached hereto as Exhibit D, is a true and correct copy of the comment letter 

submitted by American Academy of Nursing on July 26, 2018, available online via 

regulations.gov.   

6. Attached hereto as Exhibit E, is a true and correct copy of the comment letter 

submitted by Guttmacher Institute on July 31, 2018, available online via regulations.gov.  

7. Attached hereto as Exhibit F, is a true and correct copy of the comment letter 

submitted by the California Association for Nurse Practitioners on July 31, 2018, available online 

via regulations.gov.  

8. Attached hereto as Exhibit G, is a true and correct copy of the comment letter 

submitted by the American College of Obstetricians and Gynecologists (ACOG) on July 31, 

2018, available online via regulations.gov.  

9. Attached hereto as Exhibit H, is a true and correct copy of the multistate comment 

letter submitted by California, along with Delaware, Hawai’i, Illinois, Iowa, Maine, Maryland, 
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Minnesota, New Jersey, New Mexico, North Carolina, and the District of Columbia on July 30, 

2018, available online via regulations.gov.  

10. Attached hereto as Exhibit I, is a true and correct copy of the comment letter 

submitted by the American Medical Association (AMA) on July 31, 2018, available online via 

regulations.gov.  

11. Attached hereto as Exhibit J, is a true and correct copy of the comment letter 

submitted by the American College of Nurse-Midwives (ACNM) on July 31, 2018, available 

online via regulations.gov.  

12. Attached hereto as Exhibit K, is a true and correct copy of the comment letter 

submitted by the American Public Health Association (APHA) on July 31, 2018, available online 

via regulations.gov.  

13. Attached hereto as Exhibit L, is a true and correct copy of the comment letter 

submitted by the National Family Planning & Reproductive Health Association (NFPRHA) on 

July 31, 2018, available online via regulations.gov.  

14. Attached hereto as Exhibit M, is a true and correct copy of the comment letter 

submitted by the Planned Parenthood Federation of America (PPFA) on July 31, 2018, available 

online via regulations.gov.  

15. Attached hereto as Exhibit N, is a true and correct copy of the comment letter 

submitted by the American Academy of Pediatrics and the Society for Adolescent Health and 

Medicine on July 31, 2018, available online via regulations.gov.  

16. Attached hereto as Exhibit O, is a true and correct copy of the comment letter 

submitted by the Northeast Valley Health Corporation on July 30, 2018, available online via 

regulations.gov.  

17. Attached hereto as Exhibit P, is a true and correct copy of the comment letter 

submitted by the American College of Physicians (ACP) on July 31, 2018, available online via 

regulations.gov.  
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Case No. 3:19-cv-01184-EMC 
 

18. Attached hereto as Exhibit Q, is a true and correct copy of the comment letter 

submitted by the American Academy of Family Physicians (AAFP) on July 25, 2018, available 

online via regulations.gov.  

 

 I declare under penalty of perjury under the laws of the United States that the foregoing is 

true and correct and that this declaration was executed on March 21, 2019 in Oakland, California. 

 

          /s/ Anna Rich 

                   ANNA RICH 

          Deputy Attorney General 
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ACRONYMS 
The following is a list of acronyms and abbreviations used throughout this document. 

 

ACRONYM/ 

ABBREVIATION  

TERM 

CFR Code of Federal Regulations 

FDA U.S. Food and Drug Administration 

FPL Federal Poverty Level 

HHS U.S. Department of Health and Human Services 

HIV Human Immunodeficiency Virus 

I&E Information and Education 

NOA Notice of Award 

OASH Office of the Assistant Secretary for Health 

OGM Office of Grants Management 

OMB Office of Management and Budget 

OPA Office of Population Affairs 

OSHA Occupational Safety and Health Administration 

PHS U.S. Public Health Service 

STD Sexually Transmitted Disease 

 
COMMONLY USED REFERENCES 
As a Federal grant program, requirements for the Title X Family Planning Program are 
established by Federal law and regulations. For ease of reference, the law and regulations most 
cited in this document are listed below.  Other applicable regulations and laws are cited 
throughout the document. 
 

Law 
 Title X Public Law 
(“Family Planning Services and Population 
Research Act of 1970”) 

Public Law 91-572 
 

Law 
Title X Statute 
(“Title X of the Public Health Service  Act”) 

42 U.S.C.300, et 
seq.  

Regulation 
Sterilization Regulations 
(“Sterilization of persons in Federally Assisted 
Family Planning Projects”) 

42 CFR part 50, 
subpart B  

Regulation 
Title X Regulations 
(“Project Grants for Family Planning Services”) ( 

42 CFR part 59, 
subpart A  

Regulation HHS Grants Administration Regulations  45 CFR parts 74 
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(“Uniform Administrative Requirements for Awards 
and Subawards to Institutions of Higher Education, 
Hospitals, Other Nonprofit Organizations, and 
Commercial Organizations” (part 74) and “Uniform 
Administrative Requirements for Grants and 
Cooperative Agreements to State, Local, and Tribal 
Governments” (part 92))  

and 92 

Regulation 

 “Uniform Administrative Requirements for Grants 
and Agreements with Institutions of Higher 
Education, Hospitals, and Other Non-profit 
Organizations” 

2 CFR 215 (OMB 
Circular A-110) 

 

OMB Circular 
“Grants and Cooperative Agreements with State 
and Local Governments” 

 OMB Circular A-
102 
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INTRODUCTION 
 
To assist individuals in determining the number and spacing of their children through the 
provision of affordable, voluntary family planning services, Congress enacted the  
Family Planning Services and Population Research Act of 1970 (Public Law 91-572).  
The law amended the Public Health Service (PHS) Act to add Title X, “Population Research and 
Voluntary Family Planning Programs.” Section 1001 of the PHS Act (as amended) authorizes 
grants “to assist in the establishment and operation of voluntary family planning projects which 
shall offer a broad range of acceptable and effective family planning methods and services 
(including natural family planning methods, infertility services, and services for adolescents).” 
 
The Title X Family Planning Program is the only Federal program dedicated solely to the 
provision of family planning and related preventive health services. The program is designed to 
provide contraceptive supplies and information to all who want and need them, with priority given 
to persons from low-income families. All Title X-funded projects are required to offer a broad 
range of acceptable and effective medically (U.S. Food and Drug Administration (FDA)) approved 
contraceptive methods and related services on a voluntary and confidential basis. Title X services 
include the delivery of related preventive health services, including patient education and 
counseling; cervical and breast cancer screening; sexually transmitted disease (STD) and human 
immunodeficiency virus (HIV) prevention education, testing, and referral; and pregnancy 
diagnosis and counseling. By law, Title X funds may not be used in programs where abortion is a 
method of family planning.  
 
The Title X Family Planning Program is administered by the Office of Population Affairs (OPA), 
Office of the Assistant Secretary for Health (OASH), within the U.S. Department of Health and 
Human Services (HHS).  OASH is responsible for facilitating the process of evaluating 
applications and setting funding levels according to the criteria set forth in 42 CFR 59.7(a).  Final 
award decisions are made by the Regional Health Administrator for the applicable Public Health 
Service Region in consultation with the Deputy Assistant Secretary for Population Affairs and the 
Assistant Secretary for Health or their designees.  The HHS Regional Offices monitor program 
performance of Title X grantees in each respective region. 
 
The Title X Family Planning Guidelines consist of two parts, 1) Program Requirements for Title X 
Funded Family Planning Projects (hereafter referred to as Title X Program Requirements) and 2) 
Providing Quality Family Planning Services: Recommendations of CDC and the U.S. Office of 
Population Affairs. 
 
These documents have been developed to assist current and prospective grantees in 
understanding and implementing the family planning services grants program authorized by Title 

 Page 5 
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X of the PHS Act (42 U.S.C. 300 et seq.). These documents also form the basis for monitoring 
projects under the Title X program. 
 
 

OVERVIEW OF PROGRAM REQUIREMENTS 
 
This document is organized into 16 sections that describe the various requirements applicable to 
the Title X program, as set out in the Title X statute and implementing regulations (42 CFR part 
59, subpart A), and in other applicable Federal statutes, regulations, and policies. Links to the 
Title X statute and implementing regulations, other statutory provisions that are applicable to the 
Title X program, regulations related to sterilization, and additional resources to maximize the 
quality of services offered by Title X projects are provided on page 2 of this document.   
 
The concise explanation of general program requirements that follows can be used to help prepare 
a grant application or monitor funded programs for compliance with Title X requirements. In 
addition, prospective applicants and grantees should consult all of the resources and references 
identified in this document for more complete information and to ensure that the project application 
and program operations comply with these and other Federal requirements. 
 
Additional documents, including the annual Announcement of Anticipated Availability of Funds for 
Family Planning Services Grants (Title X Funding Opportunity Announcement), other Funding 
Opportunity Announcements for OPA priority areas, and relevant language in Federal 
appropriations laws, contain the most current information about Title X program requirements and 
are generally updated annually. The Title X Funding Opportunity Announcement includes the 
most recent list of program priorities and key issues, and identifies geographic areas where there 
will be a grant competition for the applicable fiscal year. Subject to the availability of funds, the 
funding announcement is published annually and posted on the HHS Grants.gov Website Portal. 
The Program Requirements for Title X Funded Family Planning Projects is posted on the OPA 
website (http://www.hhs.gov/opa). In general, the requirements that apply to the direct recipients 
of Title X funds also apply to sub-recipients and contractors (HHS Grants Policy Statement, 
2007). 
 

1. APPLICABILITY  
As stated above, the requirements set forth in this document apply to the award of grants under 
section 1001 of the PHS Act (42 U.S.C. 300) to assist in the establishment and operation of 
voluntary family planning projects. These projects consist of the educational, comprehensive 
medical, and social services necessary to aid individuals to determine freely the number and 
spacing of their children (42 CFR 59.1). 
 

2. DEFINITIONS  

 Page 6 
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Terms used throughout this document include:  
 
TERM DEFINITION 
  
The Act or Law Title X of the Public Health Service Act, as amended 
  
Family A social unit composed of 

together, as a household 
one person, or two or more persons living 

  
Low-income family A family whose total annual income does not exceed 100% of the most 

recent Federal Poverty Guidelines; also includes members of families 
whose annual family income exceeds this amount, but who, as 
determined by the project director, are unable, for good reasons, to pay 
for family planning services. Unemancipated minors who wish to receive 
services on a confidential basis must be considered on the basis of their 
own resources 

  
Grantee The entity that receives Federal financial assistance via a grant and 

assumes legal and financial responsibility and accountability for the 
awarded funds and for the performance of the activities approved for 
funding 

  
Nonprofit Any private agency, institution, 

entity’s net earnings benefit, or 
stakeholder or individual.  

or organization for which no part of the 
may lawfully benefit, any private 

  
Project Activities described in the grant application and any incorporated 

documents supported under the approved budget. The “scope of the 
project” as defined in the funded application consists of activities that 
the total approved grant-related project budget supports. 

  
Secretary The Secretary of Health and Human Services and any other officer or 

employee of the U.S. Department of Health and Human Services to 
whom the authority involved has been delegated.  

  
Service Site The clinics or other locations where 

grantee or sub-recipient. 
services are provided by the 

  
Sub-recipients Those entities that provide family planning services with Title X funds 

 Page 7 
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under a written agreement with a grantee. May also be referred to as 
delegates or contract agencies. 

  
State Includes the 50 United States, the District of Columbia, Guam, the 

Commonwealth of Puerto Rico, the Northern Mariana Islands, the U.S. 
Virgin Islands, American Samoa, the U.S. Outlying Islands (Mid-way, 
Wake, et. al), the Marshall Islands, the Federated States of Micronesia 
and the Republic of Palau. 

  
 
 

3. ELIGIBILITY 
Any public or nonprofit private entity located in a state (which includes the 50 United States, the 
District of Columbia, Guam, the Commonwealth of Puerto Rico, the Northern Mariana Islands, the 
U.S. Virgin Islands, American Samoa, the U.S. Outlying Islands (Mid-way, Wake, et. al), the 
Marshall Islands, the Federated States of Micronesia and the Republic of Palau) is eligible to 
apply for a Title X family planning services project grant (42 CFR 59.2, 42 CFR 59.3). 
 
Even where states apply for a family planning services grant, local and regional entities may also 
apply directly to the Secretary for a family planning services grant. Faith-based organizations and 
American Indian/Alaska Native/Native American organizations are eligible to apply for Title X 
family planning services grants. Private nonprofit entities must provide proof of nonprofit status 
during the application process. 
 
Although State agencies are eligible for funding, the Title X statute specifically protects the right 
of local and regional entities to apply directly to the Secretary for a family planning services grant 
(Section 1001(b), PHS Act).  
 

4. APPLICATION 
The Office of Population Affairs publishes, at a minimum, an annual announcement of the 
availability of Title X family planning services grant funds that sets forth specific application 
requirements and evaluation criteria. Applications must be submitted to OASH, Office of Grants 
Management (OGM) on the forms required by HHS, in the manner required, and approved by an 
individual authorized to act for the applicant. The application process is conducted through an 
electronic grants system. 
 
If an application relates to consolidation of service areas or health resources or would otherwise 
affect the operations of local or regional entities, the applicant must document that these entities 
have been given, to the maximum feasible extent, an opportunity to participate in the 
development of the application. Local and regional entities include existing or potential sub-

 Page 8 
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recipients that have previously provided or propose to provide family planning services to the 
area to be served by the applicant (42 CFR 59.5 (a)(10)(i)). 
 
Unless otherwise instructed, applicants should respond to the standard instructions contained in 
the grant application package as well as any HHS supplemental instructions.   
 
Successful applications must include: 
 
• a narrative description of the project and the manner in which the applicant intends to 

conduct the project and comply with all requirements of the law and regulations; 
• a budget that includes an estimate of project income and costs, with justification of the 

amount of grant funds requested (42 CFR 59.4(c)(2)) and which is consistent with the terms 
of Section 1006(a) of the Act, as implemented by regulation (42 CFR 59.7(b)); 

• a description of the standards and qualifications the project will use for all personnel and 
facilities; and 

• other pertinent information as may be required by the Secretary (42 CFR 59.4(c)(4)). 
 
Title X grant funds cannot constitute 100% of a project’s estimated costs; therefore, applicants 
must clearly specify all other sources of funding that will be used to support the Title X project (42 
CFR 59.7(c)). 
 

5. CRITERIA FOR FUNDING 
Within the limits of funds available for these purposes, grants are awarded for the establishment 
and operation of projects that will best promote the purposes of Section 1001 of Title X of the 
PHS Act. The application must address all seven points contained in section 59.7(a) of the 
regulations. These are the criteria HHS uses to determine which family planning projects to fund 
and in what amount.   
 
In making funding decisions, HHS takes into account: 
 
• the number of patients, and, in particular, the number of low-income patients to be served; 
• the extent to which family planning services are needed locally; 
• the relative need of the applicant; 
• the capacity of the applicant to make rapid and effective use of the Federal assistance; 
• the adequacy of the applicant’s facilities and staff; 
• the relative availability of non-Federal resources within the community to be served and the 

degree to which those resources are committed to the project; and 
• the degree to which the project plan adequately provides for the requirements set forth in the 

Title X regulations. 
Funding of applications that propose to rely on other entities to provide services will take into 
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consideration the extent to which the applicant indicates it will be inclusive in considering all 
entities that are eligible to receive Federal funds to best serve individuals in need throughout the 
anticipated service areas. 
 

6. NOTICE OF AWARD  
The Notice of Award (NOA) is the document that informs the grantee of the duration of HHS 
support for the project without requiring it to recompete for funds (42 CFR 59.8 (a)). This period of 
funding is called the “project period.” The project is generally funded in increments known as 
“budget periods.”  Each budget period is typically 12 months, although shorter or longer budget 
periods may be established for compelling administrative or programmatic reasons. 
Decisions regarding whether and at what level to continue awards are based on factors such as 
the adequacy of the grantee’s programmatic progress, management practices, compliance with 
the terms and conditions of the previous award, program priorities, and the availability of 
appropriations. In all cases, subsequent budget periods, also known as non-completing 
continuation awards, require a determination by HHS that continued funding is in the best interest 
of the government.  
 
The U.S. government is not obligated to make any additional, supplemental, continuation, or 
other award with respect to any approved application or portion of an approved application (42 
CFR 59.8(c)). 
 
Grantees must provide the awarding agency with timely and unrestricted access to examine all 
records, books, papers, and documents related to the award (45 CFR 74.53 and 92.42).  Records 
must be maintained generally for 3 years from submission of the final federal financial report (45 
CFR 74.53) 
 

7. USE OF GRANT FUNDS 
All funds granted for Title X family planning services projects must be expended only for the 
purpose for which the funds were awarded and in accordance with the approved application and 
budget. Funds may not be used for prohibited activities, such as abortion as a method of family 
planning, or lobbying. The Notice of Award (NOA) provides other stipulations regarding the use of 
funds.  Funds must be used in accordance with the Title X family planning services projects 
regulations, the terms and conditions of the award, and the HHS grants administration regulations 
set out at 45 CFR parts 74 and 92. 
 

8. PROJECT MANAGEMENT AND ADMINISTRATION 
All projects receiving Title X funds must provide services of high quality and be competently and 
efficiently administered. 
 
8.1 Voluntary Participation 
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Family planning services are to be provided solely on a voluntary basis (Sections 1001 and 1007, 
PHS Act; 42 CFR 59.5 (a)(2)). Clients cannot be coerced to accept services or to use or not use 
any particular method of family planning (42 CFR 59.5 (a)(2)). 
 
A client’s acceptance of family planning services must not be a prerequisite to eligibility  
for, or receipt of, any other services, assistance from, or participation in any other program that is 
offered by the grantee or sub-recipient (Section 1007, PHS Act; 42 CFR 59.5 (a)(2)). 
 
Personnel working within the family planning project must be informed that they may be subject to 
prosecution if they coerce or try to coerce any person to undergo an abortion or sterilization 
procedure (Section 205, Public Law 94-63, as set out in 42 CFR 59.5(a)(2) footnote 1). 
 
8.2 Prohibition of Abortion  
Title X grantees and sub-recipients must be in full compliance with Section 1008 of the Title X 
statute and 42 CFR 59.5(a)(5), which prohibit abortion as a method of family planning. Grantees 
and sub-recipients must have written policies that clearly indicate that none of the funds will be 
used in programs where abortion is a method of family planning. Additional guidance on this topic 
can be found in the July 3, 2000, Federal Register Notice entitled Provision of Abortion-Related 
Services in Family Planning Services Projects, which is available at 65 Fed. Reg. 41281, and the 
final rule entitled Standards of Compliance for Abortion-Related Services in Family Planning 
Services Projects, which is available at 65 Fed. Reg. 41270.  
 
Grantees are also responsible for monitoring sub-recipients’ compliance with this section.  
 
8.3 Structure and Management 
Family planning services under a Title X grant may be offered by grantees directly and/or by sub-
recipient agencies operating under the umbrella of a grantee. However, the grantee is 
accountable for the quality, cost, accessibility, acceptability, reporting, and performance of the 
grant-funded activities provided by sub-recipients. Where required services are provided by 
referral, the grantee is expected to have written agreements for the provision of services and 
reimbursement of costs as appropriate. 
 
8.3.1 The grantee must have a written agreement with each sub-recipient and establish 

written standards and guidelines for all delegated project activities consistent with the 
appropriate section(s) of the Title X Program Requirements, as well as other applicable 
requirements (45 CFR parts 74 and 92). 

 
8.3.2 If a sub-recipient wishes to subcontract any of its responsibilities or services, a written 

agreement that is consistent with Title X Program Requirements and approved by the 
grantee must be maintained by the sub-recipient (45 CFR parts 74 and 92).   
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8.3.3 The grantee must ensure that all services purchased for project participants will be 

authorized by the project director or his designee on the project staff (42 CFR 
59.5(b)(7)). 

 
8.3.4 The grantee must ensure that services provided through a contract or other similar 

arrangement are paid for under agreements that include a schedule of rates and 
payment procedures maintained by the grantee. The grantee must be prepared to 
substantiate that these rates are reasonable and necessary (42 CFR 59.5(b)(9)). 

 
8.3.5 Sub-recipient agencies must be given an opportunity to participate in the establishment 

of ongoing grantee policies and guidelines (42 CFR 59.5 (a)(10)). 
 
8.3.6 The grantee and each sub-recipient must maintain a financial management system that 

meets Federal standards, as applicable, as well as any other requirements imposed by 
the Notice of Award, and which complies with Federal standards that will support 
effective control and accountability of funds. Documentation and records of all income 
and expenditures must be maintained as required (45 CFR parts 74.20 and 92.20). 

 
8.4  Charges, Billing, and Collections 
The grantee is responsible for the implementation of policies and procedures for charging, billing, 
and collecting funds for the services provided by the projects. Clients must not be denied project 
services or be subjected to any variation in quality of services because of inability to pay.  
 
Projects should not have a general policy of no fee or flat fees for the provision of services to 
minors, or a schedule of fees for minors that is different from other populations receiving family 
planning services  
 
8.4.1 Clients whose documented income is at or below 100% of the Federal Poverty Level 

(FPL) must not be charged, although projects must bill all third parties authorized or 
legally obligated to pay for services (Section 1006(c)(2), PHS Act; 42 CFR 59.5(a)(7)). 

 
Within the parameters set out by the Title X statute and regulations, Title X grantees 
have a large measure of discretion in determining the extent of income verification 
activity that they believe is appropriate for their client population   Although not required 
to do so, grantees that have lawful access to other valid means of income verification 
because of the client’s participation in another program may use those data rather than 
re-verify income or rely solely on clients self-report. 
 

8.4.2 A schedule of discounts, based on ability to pay, is required for individuals with family 
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incomes between 101% and 250% of the FPL (42 CFR 59.5(a)(8)). 
 
8.4.3 Fees must be waived for individuals with family incomes above 100% of the FPL who, as 

determined by the service site project director, are unable, for good cause, to pay for 
family planning services (42 CFR 59.2). 

 
8.4.4     For persons from families whose income exceeds 250% of the FPL, charges must be 

made in accordance with a schedule of fees designed to recover the reasonable cost of 
providing services.  (42 CFR 59.5(a)(8)). 

 
8.4.5 Eligibility for discounts for unemancipated minors who receive confidential services must 

be based on the income of the minor (42 CFR 59.2). 
 
8.4.6 Where there is legal obligation or authorization for third party reimbursement, including 

public or private sources, all reasonable efforts must be made to obtain third party 
payment without the application of any discounts(42 CFR 59.5(a)(9)). 

 
  Family income should be assessed before determining whether copayments or additional 

fees are charged.  With regard to insured clients, clients whose family income is at or 
below 250% FPL should not pay more (in copayments or additional fees) than what they 
would otherwise pay when the schedule of discounts is applied. 

 
8.4.7 Where reimbursement is available from Title XIX or Title XX of the Social Security Act, a 

written agreement with the Title XIX or the Title XX state agency at either the grantee 
level or sub-recipient agency is required (42 CFR 59.5(a)(9)] 

 
8.4.8 Reasonable efforts to collect charges without jeopardizing client confidentiality must be 

made.  
 
8.4.9 Voluntary donations from clients are permissible; however, clients must not be pressured 

to make donations, and donations must not be a prerequisite to the provision of services 
or supplies. 

 
8.5  Project Personnel 
Title X grantees must have approved personnel policies and procedures. 
 
8.5.1  Grantees and sub-recipients are obligated to establish and maintain personnel policies 

that comply with applicable Federal and State requirements, including Title VI of the Civil 
Rights Act, Section 504 of the Rehabilitation Act of 1973, Title I of the Americans with 
Disabilities Act, and the annual appropriations language. These policies should include, 
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but are not to be limited to, staff recruitment, selection, performance evaluation, promotion, 
termination, compensation, benefits, and grievance procedures.  

 
8.5.2  Project staff should be broadly representative of all significant elements of the population to 

be served by the project, and should be sensitive to, and able to deal effectively with, the 
cultural and other characteristics of the client population (42 CFR 59.5 (b)(10)). 

 
8.5.3 Projects must be administered by a qualified project director. Change in Status, including 

Absence, of Principal Investigator/Project Director and Other Key Personnel requires pre-
approval by the Office of Grants Management. For more information, see HHS Grants 
Policy Statement, 2007 Section II-54. 

 
8.5.4  Projects must provide that family planning medical services will be performed under the 

direction of a physician with special training or experience in family planning (42 CFR 59.5 
(b)(6). 

 
8.5.5 Appropriate salary limits will apply as required by law. 
 
8.6  Staff Training and Project Technical Assistance  
Title X grantees are responsible for the training of all project staff.  Technical assistance may be 
provided by OPA or the Regional Office. 
 
8.6.1   Projects must provide for the orientation and in-service training of all project personnel, 

including the staff of sub-recipient agencies and service sites (42 CFR 59.5(b)(4)).  
 
8.6.2 The project’s training plan should provide for routine training of staff on Federal/State 

requirements for reporting or notification of child abuse, child molestation, sexual abuse, 
rape or incest, as well as on human trafficking   

 
8.6.3   The project’s training plan should provide for routine training on involving family members 

in the decision of minors to seek family planning services and on counseling minors on 
how to resist being coerced into engaging in sexual activities.  

 
8.7  Planning and Evaluation 
Grantees must ensure that the project is competently and efficiently administered (42 CFR 59.5 
(b) (6) and (7)). In order to adequately plan and evaluate program activities, grantees should 
develop written goals and objectives for the project period that are specific, measurable, 
achievable, realistic, time-framed, and which are consistent with Title X Program Requirements. 
The program plan should be based on a needs assessment. Grantee project plans must include 
an evaluation component that identifies indicators by which the program measures the 
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achievement of its objectives. For more information on quality improvement, see Providing 
Quality Family Planning Services: Recommendations of CDC and the U.S. Office of Population 
Affairs.  
 

9.  PROJECT SERVICES AND CLIENTS 
Projects funded under Title X are intended to enable all persons who want to obtain family 
planning care to have access to such services. Projects must provide for comprehensive medical, 
informational, educational, social, and referral services related to family planning for clients who 
want such services.  
 
9.1  Priority for project services is to persons from low- income families (Section 1006(c)(1), 

PHS Act; 42 CFR 59.5(a)(6)). 
 
9.2  Services must be provided in a manner which protects the dignity of the individual (42 CFR 

59.5 (a)(3)). 
 
9.3  Services must be provided without regard to religion, race, color, national origin, disability, 

age, sex, number of pregnancies, or marital status (42 CFR 59.5 (a)(4)).    
  
9.4 Projects must provide for social services related to family planning including counseling, 

referral to and from other social and medical services agencies, and any ancillary services 
which may be necessary to facilitate clinic attendance (42 CFR 59.5 (b)(2)). 
 

9.5  Projects must provide for coordination and use of referral arrangements with other 
providers of health care services, local health and welfare departments, hospitals, voluntary 
agencies, and health services projects supported by other federal programs (42 CFR 59.5 
(b)(8). 

 

9.6   All grantees should assure services provided within their projects operate within written 

 clinical protocols that are in accordance with nationally recognized standards of care, 

 approved by the grantee, and signed by the physician responsible for the service site.  

9.7  All projects must provide for medical services related to family planning and the effective 
usage of contraceptive devices and practices (including physician’s consultation, 
examination, prescription, and continuing supervision, laboratory examination, 
contraceptive supplies) as well as necessary referrals to other medical facilities when 
medically indicated (42 CFR 59.5(b)(1)).  This includes, but is not limited to emergencies 
that require referral. Efforts may be made to aid the client in finding potential resources 
for reimbursement of the referral provider, but projects are not responsible for the cost of 
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this care.  
 
 9.8  All projects must provide a broad range of acceptable and effective medically approved 

family planning methods (including natural family planning methods) and services 
(including infertility services and services for adolescents).  If an organization offers only 
a single method of family planning, it may participate as part of a project as long as the 
entire project offers a broad range of family planning services. (42 CFR 59.5(a)(1)). 

 
 9.9  Services must be provided without the imposition of any durational residency 

requirement or requirement that the client be referred by a physician (42 CFR 
59.5(b)(5)). 

 
9.10 Projects must provide pregnancy diagnosis and counseling to all clients in need of this 

service (42 CFR 59.5(a)(5)).   
 
9.11 Projects must offer pregnant women the opportunity to be provided information and 

counseling regarding each of the following options: 
 
   • prenatal care and delivery; 
   • infant care, foster care, or adoption; and 
   • pregnancy termination. 
 
  If requested to provide such information and counseling, provide neutral, factual 

information and nondirective counseling on each of the options, and referral upon 
request, except with respect to any options(s) about which the pregnant woman indicates 
she does not wish to receive such information and counseling (42 CFR 59.5(a)(5)). 

 
9.12 Title X grantees must comply with applicable legislative mandates set out in the HHS 

appropriations act. Grantees must have written policies in place that address these 
legislative mandates: 

 
  “None of the funds appropriated in the Act may be made available to any entity under Title 

X of the Public Health Service Act unless the applicant for the award certifies to the 
Secretary of Health and Human Services that it encourages family participation in the 
decision of minors to seek family planning services and that it provides counseling to 
minors on how to resist attempts to coerce minors into engaging in sexual activities.” 

 
  “Notwithstanding any other provision of law, no provider of services under Title X of the 

Public Health Service Act shall be exempt from any State law requiring notification or the 
reporting of child abuse, child molestation, sexual abuse, rape, or incest.” 
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10. CONFIDENTIALITY  
Every project must have safeguards to ensure client confidentiality. Information obtained by the 
project staff about an individual receiving services may not be disclosed without the individual’s 
documented consent, except as required by law or as may be necessary to provide services to 
the individual, with appropriate safeguards for confidentiality. Information may otherwise be 
disclosed only in summary, statistical, or other form that does not identify the individual (42 CFR 
59.11). 
 
11. COMMUNITY PARTICIPATION, EDUCATION, AND PROJECT                                     
PROMOTION 
Title X grantees are expected to provide for community participation and education and to   
promote the activities of the project. 
 
11.1  Title X grantees and sub-recipient agencies must provide an opportunity for participation in 

the development, implementation, and evaluation of the project by persons broadly 
representative of all significant elements of the population to be served; and by persons 
in the community knowledgeable about the community’s needs for family planning 
services (42 CFR 59.5(b)(10)). 

 
11.2   Projects must establish and implement planned activities to facilitate community 

awareness of and access to family planning services (42 CFR 59.5(b)(3)). Each family 
planning project must provide for community education programs (42 CFR 59.5(b)(3)). 
The community education program(s) should be based on an assessment of the needs 
of the community and should contain an implementation and evaluation strategy.  

 
11.3   Community education should serve to enhance community understanding of the 

objectives of the project, make known the availability of services to potential clients, and 
encourage continued participation by persons to whom family planning may be 
beneficial (42 CFR 59.5 (b)(3). 

 
 

12. INFORMATION AND EDUCATION MATERIALS APPROVAL  
Every project is responsible for reviewing and approving informational and educational materials. 
The Information and Education (I&E) Advisory Committee may serve the community participation 
function if it meets the requirements, or a separate group may be identified .    
 
12.1  Title X grantees and sub-recipient agencies are required to have a review and approval 

process, by an Advisory Committee, of all informational and educational materials 
developed or made available under the project prior to their distribution (Section 1006 
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(d)(2), PHS Act; 42 CFR 59.6(a)). 
 
12.2   The committee must include individuals broadly representative (in terms of demographic 

factors such as race, color, national origin, handicapped condition, sex, and age) of the 
population or community for which the materials are intended (42 CFR 59.6 (b)(2)). 

 
12.3  Each Title X grantee must have an Advisory Committee of five to nine members, except 

that the size provision may be waived by the Secretary for good cause shown (42 CFR 
59.6(b)(1)).  This Advisory Committee must review and approve all informational and 
educational (I&E) materials developed or made available under the project prior to their 
distribution to assure that the materials are suitable for the population and community for 
which they are intended and to assure their consistency with the purposes of Title X 
(Section 1006(d)(1), PHS Act; 42 CFR 59.6(a)). 

 
12.4   The grantee may delegate I&E functions for the review and approval of materials to sub-

recipient agencies; however, the oversight of the I&E review process rests with the 
grantee.  

 
12.5   The Advisory Committee(s) may delegate responsibility for the review of the factual, 

technical, and clinical accuracy to appropriate project staff; however, final responsibility 
for approval of the I&E materials rests with the Advisory Committee. 

 
12.6   The I&E Advisory Committee(s) must:  
 • consider the educational and cultural backgrounds of the individuals to whom the 

materials are addressed; 
 • consider the standards of the population or community to be served with respect to such 

materials; 
 • review the content of the material to assure that the information is factually correct; 
 • determine whether the material is suitable for the population or community to which it is 

to be made available; and 
 • establish a written record of its determinations (Section 1006(d), PHS Act; 42 CFR 

59.6(b)). 
 

13.  ADDITIONAL ADMINISTRATIVE REQUIREMENTS 
This section addresses additional requirements that are applicable to the Title X program and are 
set out in authorities other than the Title X statute and implementing regulations. 
 
13.1 Facilities and Accessibility of Services 
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Title X service sites should be geographically accessible for the population being served. 
Grantees should consider clients’ access to transportation, clinic locations, hours of operation, 
and other factors that influence clients’ abilities to access services. 
 
Title X clinics must have written policies that are consistent with the HHS Office for Civil Rights 
policy document, Guidance to Federal Financial Assistance Recipients Regarding Title VI 
Prohibition Against National Origin Discrimination Affecting Limited English Proficient Persons 
(August 4, 2003) (HHS Grants Policy Statement 2007, II-23). 
 
Projects may not discriminate on the basis of disability and, when viewed in their entirety, facilities 
must be readily accessible to people with disabilities (45 CFR part 84). 
 
13.2 Emergency Management 
All grantees, sub-recipients, and Title X clinics are required to have a written plan for the 
management of emergencies (29 CFR 1910, subpart E), and clinic facilities must meet applicable 
standards established by Federal, State, and local governments (e.g., local fire, building, and 
licensing codes). 
 
Health and safety issues within the facility fall under the authority of the Occupational Safety and 
Health Administration (OSHA). Disaster plans and emergency exits are addressed under 29 CFR 
1910, subpart E. The basic requirements of these regulations include, but are not limited to:  
 
 • Disaster plans (e.g. fire, bomb, terrorism, earthquake, etc.) have been developed and 

are available to staff. 
 • Staff can identify emergency evacuation routes. 
 • Staff has completed training and understand their role in an emergency or natural 

disaster. 
 • Exits are recognizable and free from barriers. 
 
13.3 Standards of Conduct 
Projects are required to establish policies to prevent employees, consultants, or members of 
governing/advisory bodies from using their positions for purposes that are, or give the 
appearance of being, motivated by a desire for private financial gain for themselves or others 
(HHS Grants Policy Statement 2007, II-7). 
 
13.4 Human Subjects Clearance (Research)  
Research conducted within Title X projects may be subject to Department of Health and Human 
Services  regulations regarding the protection of human subjects (45 CFR Part 46). The 
grantee/sub-recipient should advise their Regional Office in writing of any research projects that 
involve Title X clients (HHS Grants Policy Statement 2007, II-9). 
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13.5 Financial and Reporting Requirements 
Audits of grantees and sub-recipients must be conducted in accordance with the HHS grants 
administration regulations (45 CFR parts 74.26 and 92.26), as applicable, by auditors meeting 
established criteria for qualifications and independence (OMB A-133). 
 
Grantees must comply with the financial and other reporting requirements set out in the HHS 
grants administration regulations (45 CFR parts 74 and 92), as applicable. In addition, grantees 
must have program data reporting systems which accurately collect and organize data for 
program reporting and which support management decision making and act in accordance with 
other reporting requirements as required by HHS.  
 
Grantees must demonstrate continued institutional, managerial, and financial capacity (including 
funds sufficient to pay the non-Federal share of the project cost) to ensure proper planning, 
management, and completion of the project as described in the award (42 CFR 59.7(a)). 
 
Grantees must reconcile reports, ensuring that disbursements equal obligations and drawdowns. 
HHS is not liable should the recipient expenditures exceed the actual amount available for the 
grant. 
 

14.  ADDITIONAL CONDITIONS  
With respect to any grant, HHS may impose additional conditions prior to or at the time of any 
award, when, in the judgment of HHS, these conditions are necessary to assure or protect 
advancement of the approved program, the interests of public health, or the proper use of grant 
funds (42 CFR 59.12). 
 

15. CLOSEOUT 
Within 90 days of the end of grant support, grantees must submit: 

• a final Federal Financial Report (FFR) 
• a final progress report 

Following closeout, the recipient remains obligated to return funds due as a result of later refunds, 
corrections, or other transactions, and the Federal Government may recover amounts based on 
the results of an audit covering any part of the period of grant support (HHS Grants Policy 
Statement, II-90). 
 
For a complete list of requirements, grantees should review the HHS Grants Policy Statement, 
available at http://www.hhs.gov/asfr/ogapa/aboutog/hhsgps107.pdf 
 

16. OTHER APPLICABLE HHS REGULATIONS AND STATUTES 
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Attention is drawn to the following HHS Department-wide regulations that apply to grants under 
Title X. These include: 
 
• 37 CFR Part 401: Rights to inventions made by nonprofit organizations and small business 

firms under government grants, contracts, and cooperative agreements; 
• 42 CFR Part 50, Subpart D: Public Health Service grant appeals procedure; 
• 45 CFR Part 16: Procedures of the Departmental Grant Appeals Board; 
• 45 CFR Part 74: Uniform administrative requirements for awards and sub-awards to 

institutions of higher education, hospitals, other nonprofit organizations, and commercial 
organizations; and certain grants and agreements with states, local governments, and Indian 
tribal governments;  

• 45 CFR Part 80: Nondiscrimination under programs receiving Federal assistance through 
HHS effectuation of Title VI of the Civil Rights Act of 1964; 

• 45 CFR Part 81: Practice and procedure for hearings under Part 80 of this Title;  
• 45 CFR Part 84: Nondiscrimination on the basis of disability in programs and activities 

receiving or benefitting from Federal financial assistance; 
• 45 CFR Part 91: Nondiscrimination on the basis of age in HHS programs or activities 

receiving Federal financial assistance; 
• 45 CFR Part 92: Uniform administrative requirements for grants and cooperative agreements 

to State and local governments; and 
• 45 CFR Part 100: Intergovernmental Review of Department of Health and Human Services 

Programs and Activities. 
 
In addition, the following statutory and regulatory provisions may be applicable to grants under 
Title X: 
 
• The Patient Protection and Affordable Care Act (Public Law 111-148); 
• The Trafficking Victims Protection Act of 2000, as amended (Public Law 106-386); 
• Sex Trafficking of Children or by Force, Fraud, or Coercion (18 USC 1591); 
• The Health Insurance Portability and Accountability Act of 1996 (Public Law 104-191); and 
• Appropriations language that applies to the Title X program for the relevant fiscal year. 
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July 31, 2018 

 

VIA ELECTRONIC SUBMISSION 

 

The Honorable Alex Azar, Secretary  

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building  

200 Independence Ave., S.W. 

Washington, D.C. 20201 

  

Re: Notice of Proposed Rulemaking: Compliance With Statutory Program Integrity 

Requirements, Docket ID No. HHS-OS-2018-0008 (RIN: 0937-ZA00) 

 

Dear Secretary Azar: 

On behalf of more than 43,000 physician members and medical students of the California 

Medical Association (CMA), we appreciate the opportunity to provide comments on the 

Department of Health and Human Services’ (the “Department”) proposed changes (“Proposed 

Rule”) to the regulations governing the Title X program, published in the Federal Register on 

June 1, 2018.1 Through a comprehensive program of legislative, legal, regulatory, economic and 

social advocacy, CMA promotes the science and art of medicine, the care and well-being of 

patients, the protection of the public health, and the betterment of the medical profession. 

The Proposed Rule would withhold federal funds to qualified family planning providers that also 

offer abortion services; prohibit in most cases referrals for abortion and restrict counseling about 

abortion services; eliminate current requirements that Title X sites offer a broad range of 

medically approved family planning methods and nondirective pregnancy options counseling; 

and direct new funds to faith-based and other organizations that promote fertility awareness and 

abstinence as methods of family planning rather than the full range of evidence-based family 

planning methods. 

Established in 1970, Title X is the sole federal program dedicated to funding family planning 

services for low-income individuals. Title X supports the delivery of family planning and related 

services including contraception, STD prevention and treatment, pregnancy tests, and life-saving 

cancer screenings. According to the Guttmacher Institute, more than $7 billion in taxpayer 

dollars are saved every year by preventing unintended pregnancies and by early treatment of 

breast and cervical cancer through Title X health centers nationwide. California’s Title X 

provider network is the largest in the nation and serves over 1,000,000 low-income individuals 

                                                           
1 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. 25502 (June 1, 2018) (to be codified at 

42 CFR Part 59).  
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throughout the state – over 25% of Title X patients nationwide. In California, $1.3 billion is 

saved annually thanks to public investment in family planning and related services provided at 

Title X-funded health centers. 

The proposed changes would severely undermine the effectiveness of the Title X program.2 By 

reconfiguring who receives Title X funding, as well as the scope of family planning methods and 

services that those providers offer, the proposed regulations would make it more difficult for 

low-income individuals to obtain the quality family planning services that they need and have 

historically received. The rule would interfere with the physician-patient relationship, undermine 

established medical access, and prevent low-income people from accessing the full range of 

reproductive health care. For these reasons, and those outlined below, CMA strongly opposes the 

Proposed Rule changes and requests that HHS maintain Title X program regulations in their 

current form. 

I. The Notice of Proposed Rulemaking (“NPRM”) would interfere with the 

physician-patient relationship and prevent physicians from providing 

medically-accurate information 

The NPRM would ban Title X providers from giving women full information about their health 

care options. Specifically, the proposed rule would eliminate the existing requirement that 

patients be provided with referrals upon request for the full range of pregnancy options, 

including prenatal care and delivery; infant care, foster care, or adoption; and abortion.3 That 

requirement would be replaced with a complete ban on health care providers giving abortion 

referrals.4 This provision would restrict providers from speaking freely with their patients, 

violates core ethical standards, and undermines the physician-patient relationship. 

Referral and counseling restrictions 

Consistent with ethical and medical standards described below, the current Title X regulations 

require projects to give pregnant patients the opportunity to receive information and counseling 

about: prenatal care and delivery; infant care, foster care, or adoption; and abortion. If a patient 

requests such information and counseling, projects must provide neutral, factual information and 

nondirective counseling on each of the options, as well as referrals upon request.5  

HHS proposes several changes, all of which would undermine the provider-patient relationship 

and cause significant harm to pregnant individuals. First, HHS proposes to eliminate the 

requirement that Title X projects provide neutral, factual information and nondirective options 

counseling to pregnant individuals.6 Title X regulations currently direct Title X projects to 

                                                           
2 See Dep’t of Health & Human Servs., Announcement of Anticipated Availability of Funds for Family Planning 

Services Grants (2018), https://www.hhs.gov/opa/sites/default/files/FY18-Title-X-Services-FOA-Final-Signed.pdf.  
3 42 C.F.R. § 59.5(a)(5).  
4 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,531. 
5 42 C.F.R. § 59.5(a)(5).  
6 83 Fed. Reg. at 25530 (§ 59.5(a)).  
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“[o]ffer pregnant women the opportunity to be provided information and counseling” on all 

pregnancy options.7 All such counseling must be neutral, factual, and nondirective.8 The Title X 

statute states that no federal funds appropriated under the program shall be used in programs 

where abortion is a method of family planning. This provision has generally been interpreted 

throughout the program’s history as meaning that Title X funds cannot be used to pay for or 

support abortion, which is reflected in the current regulations. While HHS states in the preamble 

that a doctor would be permitted to provide nondirective counseling on abortion, the proposed 

regulations themselves would prohibit projects from “encouraging,” “promoting,” or 

“presenting” abortion.9 At a minimum, these changes would have a chilling effect on physicians, 

who could fear even mentioning the word abortion while counseling a pregnant patient on their 

options would violate the Title X regulations.  

Second, HHS seeks to prohibit Title X projects from providing abortion referrals.10 The proposed 

rule would eliminate the options counseling requirement in its entirety.  In addition to 

eliminating the requirement for nondirective pregnancy options counseling, the NPRM seeks to 

ban Title X projects from providing abortion referrals. The Proposed Rule would allow a limited 

exception if a pregnant patient has already decided to have an abortion and explicitly requests a 

referral. In this situation, a physician—and no other clinical staff—would be permitted, but not 

required, to provide the patient with a list of licensed, qualified, and comprehensive health care 

providers, some of which may or may not provide abortion services, in addition to prenatal care. 

However, the list cannot identify the providers that perform abortions and the physician may not 

indicate which providers on the list offer abortion services, thus requiring the patient to vet the 

listed providers themselves to receive the care they seek. If a pregnant patient does not explicitly 

state that she has decided to have an abortion, but requests a referral for one, the patient can only 

be given list of providers which do not provide abortion but do provide prenatal care. 

Furthermore, the proposed changes seem to encourage projects to provide confusing and even 

misleading referral information to pregnant individuals. When a pregnant patient clearly states 

that she has already decided to have an abortion and explicitly requests a referral, a physician 

(and only a physician) may – but is not required to – provide “a list of licensed, qualified, 

comprehensive health service providers (some, but not all, of which also provide abortion, in 

addition to comprehensive prenatal care).”11 However, neither the physician nor the list may 

indicate which providers on this list offer abortion services.12 In essence, the doctor may or may 

not choose to provide the list, the list may include a long list of providers, which may or may not 

offer abortion services, and the patient would have to identify on her own which providers – if 

any – in fact offer abortion services. Moreover, when a pregnant patient does not clearly state 

                                                           
7 42 C.F.R. § 59.5(a)(5).  
8 Id.  
9 83 Fed. Reg. at 22506; 25531 (§ 59.14). 
10 83 Fed. Reg. at 25530 (§ 59.14).  
11 Id.  
12 Id.  

Case 3:19-cv-01184-EMC   Document 39-2   Filed 03/21/19   Page 4 of 10



CMA Comments 

Title X NPRM, RIN: 0937-ZA00 

July 31, 2018 

Page 4 

 

that she has already decided to have an abortion, but explicitly requests a referral for an abortion, 

the patient must be given “a list of licensed, qualified, comprehensive health service providers 

(including providers of prenatal care) who do not provide abortion as part of their services.”13  

These proposed changes to the regulations would force Title X providers to violate their ethical 

obligations to their patients. Providers must provide patients with complete, accurate, and 

unbiased information about their health care options so that they can make voluntary decisions 

about their care.14 This proposal directly conflicts with the requirements of medical professional 

associations, including the American College of Obstetricians and Gynecologists and the 

American College of Physicians, which assert that patients should receive complete and accurate 

information to inform their health care decisions.15 ACOG recommends that a “pregnant woman 

who may be ambivalent about her pregnancy should be fully informed in a balanced manner 

about all options, including raising the child herself, placing the child for adoption, and abortion. 

. . There is an ethical obligation to provide accurate information that is required for the patient to 

make a fully informed decision.”16 Similarly, the American Medical Association states in its 

Code of Medical Ethics that providers “present relevant information accurately and sensitively, 

in keeping with the patient’s preferences”17 and that “withholding information without the 

patient’s knowledge or consent is ethically unacceptable.”18 That is why both the American 

Medical Association19 and the American Nurses Association,20 among others, have publicly 

announced their strong objection to the NPRM.  

Physicians’ inability to comply with their ethical obligations could not only harm the patient-

physician relationship, but also could result in harm to their pregnant patients at Title X projects, 

especially if such patients are delayed in finding abortion providers. Moreover, any restriction on 

the right of patients and physicians to communicate freely would require assertion of a 

                                                           
13 Id.  
14 See AMA, Informed Consent, Code of Medical Ethics Opinion 2.1.1, https://www.ama-assn.org/delivering-

care/informed-consent; ACOG, Committee Opinion Number 439: Informed Consent (reaffirmed 2015), 

https://www.acog.org/-/media/Committee-Opinions/Committee-on-

Ethics/co439.pdf?dmc=1&ts=20180710T1746338624  
15 Kinsey Hasstedt, Unbiased Information on and Referral for All Pregnancy Options Are Essential to Informed 

Consent in Reproductive Health Care, Guttmacher Institute (Jan. 2018), available at 

https://www.guttmacher.org/gpr/2018/01/unbiased-information-and-referral-all-pregnancy-options-are-essential-

informed-consent.  
16 ACOG, College Statement of Policy: Abortion Policy (revised 2014), https://www.acog.org/-/media/Statements-

of-Policy/Public/sop069.pdf?dmc=1&ts=20180710T1333046794.  
17 American Medical Association, Code of Medical Ethics Opinion 2.1.1, Informed Consent, available at 

https://www.ama-assn.org/delivering-care/informed-consent. 
18 American Medical Association, Code of Medicaid Ethics Opinion 2.1.3, Withholding Information from Patients, 

available at https://www.ama-assn.org/delivering-care/withholding-information-patients. 
19 American Medical Association, AMA Response to Administration's Attack on Family Planning Services (May 23, 

2018), available at https://www.ama-assn.org/ama-response-administrations-attack-family-planning-services. 
20 American Nurses Association, ANA Condemns Title X Funding Cuts Proposed by the Trump Administration 

(May 22, 2018), available at https://www.nursingworld.org/news/news-releases/2018/ANA-condemns-title-x-

funding-cuts--proposed-by-the-trump-administration/. 
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compelling government interest. While HHS has suggested some general rationales for its 

proposed amendments, it has not indicated such a compelling interest for the proposed 

restrictions. In fact, CMA believes there is no such compelling interest. 

The purpose of these clinical guidelines is to protect patients and help ensure that they receive 

high quality, evidence-based care. If Title X providers are no longer able to follow the 

established standards of care due to the federal regulations, patients would suffer serious 

consequences. Some pregnant patients might not know that abortion is an option for them. Even 

pregnant individuals who are aware of the option could experience a delay in receiving care 

because they have trouble locating an abortion provider. Notably, time is of the essence for 

pregnant patients – the longer it takes to access abortion services, the more complicated and 

costly the procedure would be.21 

Forced referral for prenatal care 

In contrast to the prohibition on referring for abortion, the proposed rule would mandate that all 

pregnant patients be referred for prenatal and social services, such as infant or foster care, and 

“be given assistance with setting up a referral” – regardless of their wishes or health status.22 

Again, this requirement conflicts with medical ethics and the established standards of care 

described above and is harmful to patients. In the long term, patients would no longer trust their 

providers to provide full and accurate information about their health care. The implications are 

worse for the population that Title X most serves – low-income women and women of color – 

who have experienced coercive and other damaging treatment in the context of reproductive 

health care.   

CMA strongly opposes any government interference in the exam room, especially legislation or 

regulations that attempt to dictate the content of physicians’ conversations with their patients. 

Protecting the sanctity of the patient-physician relationship, including defending the freedom of 

communication between patients and their physicians, is a core priority for CMA. The ability of 

physicians to have open, frank, and confidential communications with their patients has always 

been a fundamental tenet of high quality medical care. 

 

II. The proposed rule would reduce low-income individuals’ access to the full 

range of contraceptive methods and services  

To have true control over their bodies and their health, individuals need access to the full range 

of contraceptive methods and services. In addition, evidence indicates that access to all available 

                                                           
21 Kinsey Hasstedt, Unbiased Information on and Referral for All Pregnancy Options 

Are Essential to Informed Consent in Reproductive Health Care, 21 Guttmacher Policy Review 1 (2018), 

https://www.guttmacher.org/sites/default/files/article_files/gpr2100118.pdf.  
22 83 Fed. Reg. 25531. 
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contraceptive methods leads to better health outcomes.23 Women who are able to use the method 

of their choice are more likely to use contraception consistently and effectively.24 When women 

use contraception consistently and correctly, their risk of unintended pregnancy drops 

significantly.25  

Consistent with this evidence, the Department of Health and Human Services (HHS) has taken 

steps to ensure that individuals have access to all FDA-approved contraceptive methods. For 

example, the Affordable Care Act requires most private plans to cover women’s preventive 

health services with no cost sharing and directs the Health Resources & Services Administration 

(HRSA) to define those services.26  Upon the recommendation of the independent Institute of 

Medicine, in 2011 HRSA defined women’s preventive health services to include all female-

controlled FDA-approved contraceptive methods. HRSA reaffirmed its position in 2016.27 In 

addition, as part of its Healthy People 2020 campaign, the Office of Disease Prevention and 

Health Promotion established a goal of increasing the proportion of publicly funded family 

planning clinics that offer the full range of FDA-approved contraceptive methods onsite.28 

Similarly, in 2014 the Office of Population Affairs and the Centers for Disease Control and 

Prevention (CDC) issued joint recommendations for providing quality family planning 

services.29 The evidence-based recommendations support offering a full range of FDA-approved 

contraceptive methods.30 California law requires health plans to cover as well as all FDA-

approved methods of contraception without cost-sharing.31 

The current Title X regulations require funded projects to provide medical services related to 

family planning and to offer a broad range of acceptable and effective medically approved family 

                                                           
23 See Adam Sonfield, Why Family Planning Policy and Practice Must Guarantee a True Choice of Contraceptive 

Methods, 20 GUTTMACHER POLICY REVIEW 103 (2017), 

https://www.guttmacher.org/sites/default/files/article_files/gpr2010317.pdf.  
24 See Caroline Moreau et al., Social, Demographic and Situational Characteristics Associated with Inconsistent Use 

of Oral Contraceptives: Evidence from France, 38(4) PERSPECTIVES ON SEXUAL & REPRODUCTIVE HEALTH 190 

(2006), https://www.guttmacher.org/sites/default/files/article_files/3819006.pdf; Joanne Noone, Finding the Best 

Fit: A Grounded Theory of Contraceptive Decision Making in Women, 39(4) NURSING FORUM 13 (2004); Loretta 

Gavin et al., Ctrs. for Disease Control and Prevention & U.S. Off. of Population Affairs, Providing Qualify Family 

Planning Services: Recommendations of CDC and the U.S. Off. of Population Affairs, MORBIDITY & MORTALITY 

WEEKLY REP. at 37 (April 25, 2014), http://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf [hereinafter “QFP”]. 
25 See Adam Sonfield et al., Guttmacher Inst., Moving Forward: Family Planning in the Era of Health Reform at 8, 

9 (2014), https://www.guttmacher.org/sites/default/files/report_pdf/family-planning-and-health-reform.pdf.  
26 42 U.S.C. § 300gg-13(a)(4).  
27 Health Resources & Servs. Admin., Women’s Preventive Services Guidelines (last updated Oct. 2017), 

https://www.hrsa.gov/womens-guidelines-2016/index.html.  
28 Off. of Disease Prevention and Health Promotion, Healthy People 2020 Topics & Objectives, Family Planning 

https://www.healthypeople.gov/2020/topics-objectives/topic/family-planning/objectives. 
29 QFP, supra note 24.  
30 QFP, supra note 24, at 2, 7. In addition, prior administrations have required applicants who do not intend to offer 

all FDA-approved contraceptive methods within their project to provide a justification for excluding a particular 

method. See OPA, Announcement of Anticipated Availability of Funds for Family Planning Services Grants (FY 

2017), https://www.hhs.gov/opa/sites/default/files/FY-17-Title-X-FOA-New-Competitions.pdf.  
31 CAL. WELF. AND INST. CODE §14132; CAL. INS. CODE §10123.196; CAL HEALTH AND SAFETY CODE 

§ 1367.25   
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planning methods. The NPRM eliminates the requirement that projects offer the full range of 

family planning methods, and further eliminates “medically approved” from the current 

regulatory requirement. The Proposed Rule would no longer require that sites follow the Quality 

Family Planning guidelines of the Centers for Disease Control and Prevention and the OPA. 

Instead, HHS emphasizes non-medical services, such as abstinence, natural family planning, and 

adoption as a way to manage infertility. HHS’ emphasis on non-medical services is contradicted 

by data showing that fertility awareness methods are among the least effective methods of family 

planning, and the Food and Drug Administration has warned that these are not reliable forms of 

contraception.  

Changes to Title X Services (§§ 59.2, 59.5) 

First, HHS seeks to transform the meaning of family planning, proposing a definition of the term 

that emphasizes non-medical services, such as abstinence, natural family planning, and adoption 

as a way to manage infertility.32 HHS’s emphasis on non-medical services is misplaced, as 

Congress designed Title X to provide health care services to people who did not have the means 

to access the most effective methods to prevent pregnancy.33 Significantly, data shows that 

fertility awareness methods are among the least effective family planning methods.34 In fact, the 

FDA has warned that these methods are not reliable forms of contraception.35 This is likely one 

of the reasons why very few women choose to use natural family planning to prevent 

pregnancy.36   

Second, in keeping with its emphasis on abstinence, fertility awareness methods, and adoption, 

HHS proposes several changes to section 59.5(a), which sets forth the basic requirements for 

Title X projects. The current provision requires each Title X project to “[p]rovide a broad range 

of acceptable and effective medically approved family planning methods (including 

natural family planning methods) and services (including infertility services and services for 

adolescents).”37 HHS seeks to delete the term “medically approved” and instead add fertility 

awareness methods of family planning. In the preamble, HHS emphasizes that fertility awareness 

methods, many of which do not require FDA approval because they do not involve drugs or 

medical devices, qualify as acceptable and effective family planning methods. The agency cites 

the fact that HRSA added fertility awareness methods to the women’s preventive health services 

                                                           
32 83 Fed Reg. at 25529 (§ 59.2).  
33 S. Rep. No. 91-1004, at 9 (1970). 
34 QFP, supra note 24, at 47.  
35 See FDA, iPledge Program FAQs 9 (2006), 

https://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm0

94313.pdf.   
36 Megan L. Kavanaugh & Jenna Herman, Contraceptive method use in the United States: trends and characteristics 

between 2008, 2012 and 2014, 97 CONTRACEPTION 14 (2018), https://www.contraceptionjournal.org/article/S0010-

7824(17)30478-X/pdf (finding that 2 percent of women who use a contraceptive method use natural family 

planning).  
37 42 C.F.R. § 59.5(a)(1).  
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guidelines in 2016. 38 Notably, HHS refrains from directly quoting the guidelines, which indicate 

that fertility awareness methods are “less effective,” but “should be provided for women desiring 

an alternative method.”39  

Even more strikingly, proposed section 59.5(a)(1) would explicitly state that Title X projects 

need not provide every acceptable and effective family planning method or service, as long as 

they offer a “broad range” of family planning methods and services. However, the preamble 

indicates that a “broad range” does not mean all FDA-approved methods.40 This represents a 

marked shift in position, as HHS has required Title X sites to follow the Quality Family Planning 

guidelines, which since 2014 have recommended providing all FDA-approved contraceptive 

methods.41 In explaining its rationale for the shift, HHS claims that it is difficult and expensive 

for projects to offer all acceptable and effective family planning methods. However, HHS cites 

no evidence indicating that entire projects have been unable to offer the full range of 

contraceptive methods or services, or that HHS has denied Title X funding to such projects in the 

past. Instead, HHS highlights providers who object to some or all forms of contraception and 

focuses on the need for more Title X sites that only offer natural family planning services.42 It is 

clear that HHS designed the proposed rules to cater to providers who refuse to provide the full 

range of family planning services that Title X patients need.  

Taken together, these changes could reduce low-income individuals’ access to the full range of 

contraceptive methods and services. If finalized, the proposed rule would likely reverse the 

progress Title X providers have made in offering comprehensive family planning services, 

making it more difficult for Title X patients to access their preferred contraceptive method. With 

fewer Title X sites offering the full range of contraceptive services and methods, low-income 

individuals could be forced to settle for a method that is not right for them or to forgo 

contraception altogether. 

Contrary to HHS’ assertion that its proposed changes will improve access to and the quality of 

care at Title X projects, CMA believes that the proposed revisions discussed above will 

undermine the quality and standard of care upon which millions of women depend for their 

reproductive health care. Moreover, the Proposed Rule threatens to reverse decades of progress 

in reducing unintended and teen pregnancy: the United States currently has a 30-year low in 

unplanned pregnancy and an all-time low in teen pregnancy. Access to affordable contraception, 

including through programs funded by Title X, has helped make these results possible. 

 

                                                           
38 83 Fed Reg. at 25515. 
39 Women’s Preventive Services Guidelines, supra note 27. 
40 83 Fed. Reg. at 25516.  
41 See, e.g., OPA, Announcement of Anticipated Availability of Funds for Family Planning Services Grants (FY 

2017), https://www.hhs.gov/opa/sites/default/files/FY-17-Title-X-FOA-New-Competitions.pdf. 
42 83 Fed. Reg. at 25516.  
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Conclusion  

In conclusion, Title X is the only federal program dedicated specifically to providing low-income 

patients with essential family planning and preventive health services and information. As such, 

it plays a vital role in the nation’s public health safety net by ensuring that timely, safe, and 

evidence-based care is available to women, men, and adolescents, regardless of their financial 

circumstances. In addition to pregnancy prevention, Title X projects provide other important 

health services, including sexually transmitted infection testing and treatment, Pap tests, and 

clinical breast exams. CMA believes that this Proposed Rule, if finalized, would limit access to 

critically needed care and services for millions of individuals who depend upon the Title X 

program for their care and would result in harm to patients and the public’ health. We urge HHS 

to withdraw this proposal. 

We appreciate your consideration of our comments. We have included numerous citations to 

supporting research, including direct links to the research. We direct HHS to each of the studies 

we have cited and made available to through active links, and we request that the full text of each 

of the studies cited, along with the full text of our comment, be considered part of the formal 

administrative record on this proposed rule for purposes of the Administrative Procedures Act. If 

you have questions about these comments, please contact me at jrubenstein@cmadocs.org or 

(916) 551-2554.  

 

Sincerely,  

 

 

 
 

Jessica Rubenstein  

Associate Director  

Center for Health Policy  

California Medical Association 
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Office of the Assistant Secretary for Health, Office of Population Affairs 

Attention: Family Planning 

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building, Room 716G 

200 Independence Avenue SW 

Washington, DC 20201. 

 

July 31, 2018 

 

VIA ELECTRONIC SUBMISSION  

 

 

Re: Comments on Notice of Proposed Rule on Compliance With Statutory Program 

Integrity Requirements [Docket No.: HHS–OS–2018–0008] 

 

We are writing to express our deep concern with and full opposition to the Notice of Proposed 

Rulemaking (“the proposed rule” or “the NPRM”) on Compliance With Statutory Program 

Integrity Requirements, published by the Department of Health and Human Services (“HHS” or 

“the Department”) on June 1, 2018. HHS’s proposed rule aims to limit access to reproductive 

health care services under the pretext of clarifying the law. The NPRM proposes a number of 

unnecessary and harmful restrictions on Title X funding, and it marks yet another instance in 

which the administration disavows medically-proven methods and services. We strongly urge 

HHS to withdraw this NPRM in its entirety.  

 

As more fully described below, HHS should withdraw the NPRM in its entirety because the 

proposed rule would:  

 

• Harm women’s health, in particular that of low-income women and women of color, by 

devastating the Title X provider network; 

• Reshape the program to reduce the quality of health care for the low-income patients it 

serves;  

• Violate the Administrative Procedure Act; and  

• Violate the Constitution. 

 

Since 1992, the Center for Reproductive Rights has used the power of law to advance 

reproductive rights as fundamental human rights worldwide. Our litigation and advocacy over 

the past 26 years have expanded access to reproductive health care around the nation and the 

world. We have played a key role in securing legal victories in the United States, Latin America, 

Sub-Saharan Africa, Asia, and Eastern Europe on issues including access to life-saving obstetrics 

care, contraception, safe abortion services, and comprehensive sexuality information. We 

envision a world where every person participates with dignity as an equal member of society, 

regardless of gender; where every woman is free to decide whether or when to have children and 

whether or when to get married; where access to quality reproductive health care is guaranteed; 

and where every woman can make these decisions free from coercion or discrimination.  
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I. Title X provides critical reproductive health services to millions of individuals in 

underserved communities across the country 

 

Access to family planning is central to women’s health and equality. Because of birth control, 

women can protect their health, meet their educational and employment goals, and support their 

families. The ability to plan and space pregnancies also plays an important role in improving 

maternal health and birth outcomes, and helps women prevent unintended pregnancies that can 

result in higher-risk pregnancies. Avoiding closely spaced pregnancies reduces the risk of 

premature birth and low birth weight,1 and preventing unintended pregnancy can help women 

manage certain health conditions, such as diabetes, hypertension, and heart disease.2 Title X 

plays a key role in providing these critical family planning services to individuals across the 

country. 

 

Enacted in 1970 under President Richard Nixon, Title X is the only federal program solely 

dedicated to providing family planning services in the United States and has enjoyed broad 

bipartisan support for decades.3 At the core of Title X’s mission is the expansion of access to 

reproductive health care services to low-income women and men, including communities of 

color, immigrants, and rural residents who may otherwise lack access to health care with family 

planning services and related preventive care.4 The Title X program serves more than four 

million low-income, uninsured, and underserved clients.5 

 

                                                           
1 Sohni V. Dean et al., Born Toon Soon: Care before and between pregnancy to prevent preterm births: from 

evidence to action, 10 REPROD. HEALTH S3 (2013), https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3828587/.  

2 See, e.g., Anjel Vahratian et al., Family-Planning Practices Among Women With Diabetes and Overweight and 

Obese Women in the 2002 National Survey for Family Growth, 32(6) DIABETES CARE, 1026-31 (June 2009) 

(“Effective family planning, used in conjunction with glucose management for women with diabetes[. . .] may 

reduce the risk to the mother and fetus associated with diabetes and obesity”); American College of Obstetricians 

and Gynecologists, Task Force on Hypertension in Pregnancy, Hypertension in Pregnancy (2013), 

https://www.acog.org/Clinical-Guidance-and-Publications/Task-Force-and-Work-Group-Reports/Hypertension-in-

Pregnancy (“Hypertensive disorders of pregnancy remain a major health issue for women and their infants in the 

United States. Preeclampsia, either alone or superimposed on preexisting (chronic) hypertension, presents the major 

risk.”); Adult Congenital Heart Association, Pregnancy in Women with Congenital Heart Disease, 

https://www.achaheart.org/your-heart/health-information/pregnancy-and-chd/ (“Most women with congenital heart 

disease (CHD) can have a successful pregnancy. Doing so requires careful planning and management.”). 

3 C.I. Fowler et al., Family Planning Annual Report: 2016 national summary, RTI INTERNATIONAL (Aug. 2017), 

https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf. [Hereinafter 2016 Family Planning 

Annual Report]. 

4 Id.; See also National Family Planning & Reproductive Health Association, Title X: Helping Ensure Access to 

High-Quality Care, Policy Brief (Mar. 2015), https://www.nationalfamilyplanning.org/document.doc?id=514.   

5 Laurie Sobel et al., Proposed Changes to Title X: Implications for Women and Family Planning Providers, HENRY 

J. KAISER FAMILY FOUNDATION (June 28, 2018), https://www.kff.org/womens-health-policy/issue-brief/proposed-

changes-to-title-x-implications-for-women-and-family-planning-providers/. 

 

Case 3:19-cv-01184-EMC   Document 39-3   Filed 03/21/19   Page 3 of 47

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3828587/
https://www.acog.org/Clinical-Guidance-and-Publications/Task-Force-and-Work-Group-Reports/Hypertension-in-Pregnancy
https://www.acog.org/Clinical-Guidance-and-Publications/Task-Force-and-Work-Group-Reports/Hypertension-in-Pregnancy
https://www.achaheart.org/your-heart/health-information/pregnancy-and-chd/
https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf
https://www.nationalfamilyplanning.org/document.doc?id=514
https://www.kff.org/womens-health-policy/issue-brief/proposed-changes-to-title-x-implications-for-women-and-family-planning-providers/
https://www.kff.org/womens-health-policy/issue-brief/proposed-changes-to-title-x-implications-for-women-and-family-planning-providers/


3 

 

Notably, six in ten women receiving Title X services reported that a Title X-funded health center 

was their usual source of medical care,6 and four in ten reported it was their only source of care.7 

For many, Title X-funded health centers provide a critical entry point—at times the only entry 

point—into the health care system. 

 

Publicly funded family planning clinics are critically important resources for the twenty-four 

percent of U.S. residents living in rural areas—including nineteen million women.8 Rural areas 

are already experiencing a significant shortage of reproductive health providers.9 A further 

reduction in the number of reproductive health providers in their area would place rural women 

at increased risk of unwanted pregnancy, morbidity from later abortions, and obstetric 

complications.10  

 

Title X clinics are a critical source of care for low-income communities of color.11 Decades of 

racism, sexism and other social and economic barriers have contributed to stark health disparities 

for women of color, who are more than half of the patients in the Title X program. Black women 

use contraception at lower rates and have higher breast cancer mortality rates than women of 

                                                           
6 Megan L. Kavanaugh et al., Use of Health Insurance Among Clients Seeking Contraceptive Services at Title X–

Funded Facilities in 2016, 50 PERSPECTIVES ON SEXUAL AND REPRODUCTIVE HEALTH (2018), 

https://onlinelibrary.wiley.com/doi/epdf/10.1363/psrh.12061. 

7 Id. 

8 Sharon A. Dobie et al., Family Planning Service Provision in Rural Areas: A Survey in Washington State, FAMILY 

PLANNING PERSPECTIVES (June 1998), 

https://pdfs.semanticscholar.org/09af/d6874486e371e214d3adb67df9fc438356eb.pdf; see U.S. Department of 

Health and Human Services, Health Resources and Services Administration, Maternal and Child Health Bureau 

Women’s Health USA 2013 (2013), https://mchb.hrsa.gov/whusa13/population-characteristics/p/rural-urban-

women.html; see generally U.S. Department of Health and Human Services, Agency for Healthcare Research and 

Quality, Telehealth: Mapping the Evidence for Patient Outcomes from Systematic Reviews, Technical Brief No. 26 

(June 2016), https://mchb.hrsa.gov/whusa13/population-characteristics/p/rural-urban-women.html. 

9 Annalisa Merelli, America is running out of OB/GYNs, QUARTZ (June 29, 2018), https://qz.com/1315458/the-link-

between-medicaid-and-americas-shortage-of-ob-gyns/; Kevin J. Bennett et al., Rural Women’s Health, NATIONAL 

RURAL HEALTH ASSOCIATION (Jan. 2013), https://www.ruralhealthweb.org/getattachment/Advocate/Policy-

Documents/RuralWomensHealth-(1).pdf.aspx.  

10 Sharon A. Dobie et al., Family Planning Service Provision in Rural Areas: A Survey in Washington State, FAMILY 

PLANNING PERSPECTIVES (June 1998), 

https://pdfs.semanticscholar.org/09af/d6874486e371e214d3adb67df9fc438356eb.pdf. 

11 Sixty-four percent of Title X patients have incomes at or below the federal poverty level, earning less than 

$11,880 in 2016. Title X patients are disproportionately Black and Hispanic or Latino. Twenty-one percent of Title 

X patients self-identify as Black and thirty-two percent as Hispanic or Latino, as compared twelve and eighteen 

percent of the nation, respectively. See, e.g., National Family Planning & Reproductive Health Association, Title X: 

An Introduction to the Nation’s Family Planning Program, Policy Brief (Nov. 2017), 

https://www.nationalfamilyplanning.org/file/Title-X-101-November-2017-final.pdf; C.I. Fowler et al., Family 

Planning Annual Report: 2016 National Summary, RTI INTERNATIONAL (Aug. 2017), 

https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf.  
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other racial and ethnic backgrounds.12 Latinas experience cervical cancer at twice the rate of 

white women and also have higher rates of sexually transmitted infections.13 Latina youth 

experience pregnancies at about twice the rate of their white counterparts.14 Asian American and 

Pacific Islander women use highly effective contraceptive methods at lower rates than women of 

other races and instead rely on inexpensive, less effective methods.15 Without access to Title X 

services, existing health disparities would worsen.  

 

Title X clinics are also an important source of care for LGBTQ people, who are 

disproportionately represented in the number of Americans living in poverty and homelessness. 

Family planning services are vital for this community because lesbian, gay, and bisexual youth 

experience more pregnancies than do youth who do not identify as a sexual minority.16 

Moreover, clinics in the Title X program, especially Planned Parenthood clinics, provide a 

trusted source of confidential, compassionate, non-judgmental health care for young people and 

LGBTQ individuals, who may not be able to find such care elsewhere in their area. 

 

The Title X program is known for its high-quality and effective family planning services.17 In 

fact, research shows that compared with non-Title X-funded health care providers, many Title X 

grantees provide higher quality, more timely care to a greater number of women.18  

 

During a visit to a Title X site, patients may also receive comprehensive sexual and reproductive 

health services, including preconception health care, STI testing and treatment, vaccines to 

prevent human papillomavirus, and Pap tests for early detection of cervical cancer. In 2015, Title 

                                                           
12 Jo Jones, Mosher Williams, and Kimberly Daniels, Current Contraceptive Use in the United States, 2006-2010, 

and Changes in Patterns of Use Since 1995, 60 NATIONAL HEALTH STATISTICS REPORTS (Oct. 18, 2012), 

http://www.cdc.gov/nchs/data/nhsr/nhsr060.pdf.  

13 Jacqueline Corcoran et al., Cervical Cancer Screening Interventions for US Latinas: A Systematic Review, 37 

HEALTH AND SOCIAL WORK 197-205 (2012); Centers for Disease Control and Prevention, Health Disparities in 

HIV/AIDS, Viral Hepatitis, STDs, and TB, Hispanics/Latinos (Feb. 1, 2017), 

https://www.cdc.gov/nchhstp/healthdisparities/hispanics.html. 

14 Centers for Disease Control and Prevention, Reproductive Health: Teen Pregnancy, Social Determinants and 

Eliminating Disparities in Teen Pregnancy, https://www.cdc.gov/teenpregnancy/about/social-determinants-

disparities-teen-pregnancy.htm.  

15 Kimberly Daniels et al., Contraceptive Methods Women Have Ever Used: United States, 1982-2010, 62 

NATIONAL HEALTH STATISTIC REPORT 1-15 (Feb. 14, 2013).  

16 Lisa L. Lindley & Katrina M. Walsemann, Sexual Orientation and Risk of Pregnancy Among New York City 

High-School Students, 105 AM. J. OF PUBLIC HEALTH 1379–86 (July 1, 2015); Karen Schantz, Pregnancy Risk 

Among Bisexual, Lesbian, and Gay Youth: What Does Research Tell Us, ACT FOR YOUTH CENTER OF EXCELLENCE 

(Apr. 2015), http://www.actforyouth.net/resources/rf/rf_lgb-prg_0415.pdf. 

17 Kinsey Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program, 20 

GUTTMACHER POLICY REVIEW 20 (2017), https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-

undercut-title-x-national-family-planning-program; National Family Planning & Reproductive Health Association, 

Key Facts About Title X, https://www.nationalfamilyplanning.org/title-x_title-x-key-facts. 

18 Kinsey Hasstedt, Understanding Planned Parenthood’s Critical Role in the Nation’s Family Planning Safety Net, 

20 GUTTMACHER POLICY REVIEW 12 (2017), https://www.guttmacher.org/gpr/2017/01/understanding-planned-

parenthoods-critical-role-nations-family-planning-safety-net.  

 

Case 3:19-cv-01184-EMC   Document 39-3   Filed 03/21/19   Page 5 of 47

www.cdc.gov/nchs/data/nhsr/nhsr060.pdf
https://www.cdc.gov/nchhstp/healthdisparities/hispanics.html
https://www.cdc.gov/teenpregnancy/about/social-determinants-disparities-teen-pregnancy.htm
https://www.cdc.gov/teenpregnancy/about/social-determinants-disparities-teen-pregnancy.htm
www.actforyouth.net/resources/rf/rf_lgb-prg_0415.pdf
https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-undercut-title-x-national-family-planning-program
https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-undercut-title-x-national-family-planning-program
https://www.nationalfamilyplanning.org/title-x_title-x-key-facts
https://www.guttmacher.org/gpr/2017/01/understanding-planned-parenthoods-critical-role-nations-family-planning-safety-net
https://www.guttmacher.org/gpr/2017/01/understanding-planned-parenthoods-critical-role-nations-family-planning-safety-net


5 

 

X provided family planning services that helped women avert 822,300 unintended pregnancies.19 

In 2016, health centers used Title X funding to provide 700,000 Pap tests, more than four million 

STD tests, and breast exams for nearly one million women.20 Title X grantees also provide 

screenings for high blood pressure and diabetes—services that can be critically important in 

detecting high-risk pregnancies and improving maternal and infant health outcomes.21  

 

For nearly half a century, the services provided by Title X grantees have substantially improved 

the health and well-being of underserved populations across the country. The proposed rule 

would undo that progress and must be withdrawn in its entirety. 

 

II. The proposed rule would harm women’s health, in particular low-income 

women and women of color, by devastating the Title X provider network 

 

a. The proposed rule would devastate the Title X network by effectively defunding many 

experienced and qualified Title X providers and encouraging underqualified entities 

to apply to the program 

 

The NPRM proposes a myriad of funding conditions and restrictions on Title X grantees, 

including a prohibition on referring for abortion, a de facto prohibition on abortion counseling, a 

physical and financial separation requirement that would likely require providers to erect entirely 

separate facilities and staff for Title X services and abortion care, and strict limitations on the use 

of Title X funds.  

 

The Title X program provides an irreplaceable source of funding that allows many independent 

clinics to pay for critical infrastructure costs other funding sources will not cover. The proposed 

rule’s revised requirements would force many long-time, experienced Title X providers to leave 

the program.  

 

Defunding health care providers who perform or refer for abortion, such as Planned Parenthood, 

would have grave implications for low-income individuals across the country. Planned 

Parenthood is an irreplaceable provider of Title X services. While Planned Parenthood health 

centers make up just thirteen percent of Title X centers, they serve forty-one percent of all Title 

X patients.22 In effect, the proposed rule could prevent up to 1.6 million women who obtain 

contraceptive care from Title X-funded Planned Parenthood sites each year from seeing their 

                                                           
19 Jennifer J. Frost et al., Publicly Funded Contraceptive Services at U.S. Clinics, 2015, GUTTMACHER INSTITUTE 

(Apr. 2017), https://www.guttmacher.org/report/publicly-funded-contraceptive-services-us-clinics-2015 (“The U.S. 

unintended pregnancy rate would have been 31% higher without the services provided by Title X-funded clinics.”). 

20 Planned Parenthood Action Fund, Title X: The Nation’s Program for Affordable Birth Control and Reproductive 

Health Care, https://www.plannedparenthoodaction.org/issues/health-care-equity/title-x.  

21 Kinsey Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program, 20 

GUTTMACHER POLICY REVIEW 20-21 (2017), https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-

undercut-title-x-national-family-planning-program. 

22 Planned Parenthood Action Fund, Title X: The Nation’s Program for Affordable Birth Control and Reproductive 

Health Care, https://www.plannedparenthoodaction.org/issues/health-care-equity/title-x.  
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trusted provider, and in many cases, the only source of care they receive.23 In order to provide 

contraceptive coverage to the women who currently obtain care at Title X-supported Planned 

Parenthood health centers, other Title X providers would be required to increase their patient 

caseloads, on average, by seventy percent.24  

 

Federally Qualified Health Centers (FQHCs), which would need to take up the bulk of new 

patients, do not have the capacity to serve the patients who would be displaced by this rule. To 

maintain Title X’s current capacity would require FQHCs to double their contraceptive client 

caseloads in forty-one states, and triple them in twenty-seven states.25 And, although some 

FQHCs provide contraception, they do not specialize in reproductive health care. In thirty-three 

percent of the counties served by Title X providers, FQHCs do not provide any contraceptive 

services. Instead, FQHC’s provide patients with a broad range of services, including 

vaccinations, dental, vision, and mental health services. In 2015, only sixty percent of FQHCs 

reported providing contraceptive services to ten or more women.26  

 

In addition, the proposed rule radically revises Title X funding criteria in a way that would 

encourage underqualified providers to flood the program. Crisis pregnancy centers, or “fake 

women’s health centers,” pose as full-service women’s health clinics, but specifically target 

pregnant women who are considering abortion to dissuade or outright prevent them from 

obtaining abortion care.27 Fake women’s health centers, which often do not have qualified 

medical providers on staff and refuse to provide or refer for appropriate medical services, would 

dilute the quality of the Title X network. Fake women’s health centers are known to provide 

false and misleading information about abortion and contraception, including the false claims 

that there is a link between abortion and breast cancer, that abortion causes future infertility, and 

that abortion increases suicide risks.28 Some fake women’s health centers have falsely claimed 

                                                           
23 Kinsey Hasstedt, Trump Administration Looks to Impose “Domestic Gag Rule,” Continuing Its Assault on 

Reproductive Health and Rights, GUTTMACHER INSTITUTE (June 20, 2018), 

https://www.guttmacher.org/article/2018/06/trump-administration-looks-impose-domestic-gag-rule-continuing-its-

assault.  

24 Kinsey Hasstedt, Beyond the Rhetoric: The Real-World Impact of Attacks on Planned Parenthood and Title X, 20 

GUTTMACHER POLICY REVIEW 86, 89 (2017), https://www.guttmacher.org/gpr/2017/08/beyond-rhetoric-real-world-

impact-attacks-planned-parenthood-and-title-x.  

25 Kinsey Hasstedt, Federally Qualified Health Centers: Vital Sources of Care, No Substitute for the Family 

Planning Safety Net, 20 GUTTMACHER POLICY REVIEW 67, 70 (2017), 

https://www.guttmacher.org/gpr/2017/05/federally-qualified-health-centers-vital-sources-care-no-substitute-family-

planning (“Nationwide, this would add up to an additional 3.1 million clients.”). 

26 Id. at 68. 

27 See, e.g., Reproductive FACT Act: Hearing on AB 775 Before the Assemb. Comm. On Health, 2015-16 Leg. 3 

(Cal. 2015); Brief for 51 Reproductive Rights, Civil Rights, and Social Justice Organizations as Amici Curiae 

Supporting Respondents at 9, NIFLA v. Becerra, 138 S. Ct. 2361 (2018). 

28 Amy G. Bryant & Jonas J. Swartz, Why Crisis Pregnancy Centers are Legal but Unethical, 20 AMA J. ETHICS 

269 (2018); Jennifer Ludden, States Fund Pregnancy Centers that Discourage Abortion, NPR (Mar. 9, 2015), 

https://www.npr.org/sections/health-shots/2015/03/09/391877614/states-fund-pregnancy-centers-that-discourage-

abortion; Kelly Mcevers, California Law Adds New Twist to Abortion, Religious Freedom Debate, NPR (Nov. 4, 
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that condoms are not effective and provided misinformation about hormonal contraception.29 

Fake women’s health centers are dangerous for women’s health—but the proposed rule could 

allow them to take Title X dollars for their harmful practices. This is discussed in greater detail 

below.  

 

b. A cautionary tale: Texas’ exclusion of family planning providers who offer abortion 

from family planning programs undermined its family planning program 

 

Experience shows that excluding providers who also offer abortion services from family 

planning programs is devastating to women’s health. The Department would be wise to look to 

Texas as an example of the detrimental effects of such measures. In 2011, the Texas legislature 

barred all health care entities that “perform or promote” abortion or their affiliates from 

participating in the state’s family planning program, which administers federal Title X and 

Medicaid funding. For decades, women had relied on family planning clinics near or in their 

communities as a trusted source of contraception, annual exams, and other forms of preventive 

care—but no more. Texas’ Rio Grande Valley demonstrates the harmful impact of defunding 

these clinics.  

 

In 2012, the Center, in partnership with the National Latina Institute for Reproductive Health, 

conducted interviews and focus groups with nearly 200 women in the Rio Grande Valley of 

Texas to document the impact of the loss of health care services. The women we spoke with 

articulated widespread violations of Latinas’ human rights to life and health, non-discrimination 

and equality, autonomy, and privacy in reproductive decision-making.  

 

Over one third of the Valley’s population lives in poverty, and residents face numerous barriers 

to health care, including a crushing inability to afford health care services and a severe shortage 

of health care providers. Until the 2011 policy changes, family planning services were the 

exception, as the state family planning program provided low- or no-cost services within their 

communities. Two years after the defunding measures took effect, many of the Valley’s clinics 

had lost funding. Twenty-eight percent of state-funded family planning clinics in the Rio Grande 

Valley were forced to shut their doors, and many others had to reduce services while raising 

fees.30 As a result, the demand for health care services increased at the remaining clinics. 

Booking an appointment typically meant several months of wait time at one of the few remaining 

health centers that could still afford to offer reduced-rate services. 

 

The impact of the defunding had far-reaching consequences for women’s health: 

                                                           
2015), https://www.npr.org/sections/health-shots/2015/11/04/454589142/california-law-adds-new-twist-to-abortion-

religious-freedom-debate. 

29 Katelyn Bryant-Comstock et al., Information about Sexual Health on Crisis Pregnancy Center Web Sites: 

Accurate for Adolescents?, 29 JOURNAL OF PEDIATRIC & ADOLESCENT GYNECOLOGY 22 (Feb. 2016); Joanne D. 

Rosen, The Public Health Risks of Crisis Pregnancy Centers, 44 PERSPECTIVES ON SEXUAL AND REPRODUCTIVE 

HEALTH 201-205 (Sept. 2012), https://www.guttmacher.org/journals/psrh/2012/09/public-health-risks-crisis-

pregnancy-centers.  

30 Center for Reproductive Rights & National Latina Institute for Reproductive Health, Nuestra Voz, Nuestra Salud, 

Nuestro Texas: The Fight for Women’s Reproductive Health in the Rio Grande Valley 6 (Nov. 2013), 

http://www.nuestrotexas.org/wp-content/uploads/2015/03/NT-executive-summary-EN1.pdf.  
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Nearly all women consulted for this report live on incomes below the federal 

poverty level—in many cases, far below—and any extra health care expense 

requires compromising on other necessities such as food or clothing. The cost of 

one month’s supply of contraception, as well as the fee for an annual exam, has 

increased by three to four times since 2010. Specialty tests such as ultrasounds and 

mammograms that women used to be able to receive at local clinics at subsidized 

rates are now no longer available from many clinics. Clinics now refer women to 

private doctors who charge rates far beyond what women can afford, and the 

referrals expire long before women can save enough to use them. Some women 

who received abnormal results years ago from Pap tests or breast exams have yet 

to be able to afford necessary follow-up tests to obtain more information about the 

status of their health. . . . Problems that could have been diagnosed and treated early 

become much more serious, as in the case of women with chronic reproductive 

conditions or early signs of cancer.31  

 

Additional research found that women in Texas had reduced access to the full range of 

contraceptive methods and likely experienced higher rates of unintended pregnancy. Specifically, 

researchers found a thirty-five percent decline in women using the most effective methods of 

birth control and a dramatic twenty-seven percent spike in births among women who had 

previously used injectable contraception.32 After funding was cut off to providers who offer 

abortion in 2011, eighty-two family planning clinics closed in the state, a third of which were 

Planned Parenthood affiliates. The Texas Women’s Health Program served 30,000 fewer women 

after family planning providers were defunded.33 As the Heidi Group, a large anti-abortion group 

that was called upon to fill the gap, conceded: “It’s not as easy as it looks because we are not 

Planned Parenthood.”34 

 

As described in detail above, the Title X network currently is not equipped to absorb the 

additional patients that would be displaced by this rule. In addition, due to the geographic 

distribution of Title X clinics, many patients would be unable to obtain care in or near their 

communities, making it unlikely that they would be able to obtain care at all. The Department 

must not follow Texas’ lead in abandoning the women who most need access to care. 

 

 

 

 

                                                           
31 Id. at 7. 

32 Amanda J. Stevenson et al., Effect of Removal of Planned Parenthood from the Texas Women’s Health Program, 

374 NEW ENGLAND JOURNAL OF MEDICINE 853-60 (2016). 

33 Paul J. Weber, Get by without Planned Parenthood? One Texas effort stumbles, ASSOCIATED PRESS (Mar. 14, 

2017), https://apnews.com/f7645d59944d47228f2eb195a35a19a4.  

34 Id. 
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III. The Proposed Rule Should be Withdrawn Because It Reshapes the Title X 

Program to Lower the Quality of Health Care for Low-Income Individuals 

 

For decades, high-quality care has been a hallmark of the Title X family planning program.35 

Since its inception nearly five decades ago, Title X has provided millions of low-income and 

uninsured women and men with affordable, high-quality birth control and reproductive health 

care. In fact, Title X-funded centers are much more likely to provide a broader variety of 

contraceptive services and follow the evidence-based best practices for high-quality family 

planning care than the Title X program currently requires.36 Research shows that compared with 

non-Title X-funded health care providers, many Title X grantees provide higher quality, more 

timely care to a greater number of women.37  

 

The proposed rule claims to only clarify compliance requirements and enforce the law; however, 

its impact will almost certainly be to make abortion inaccessible for many patients, pushing an 

essential health service out of reach. In addition, the proposed rule’s revised application criteria 

would encourage underqualified providers to participate in the program, putting the high-quality 

care the program is known for at risk.  

 

a. The proposed rule directs health care providers to withhold comprehensive health 

care information from their patients  

 

The NPRM proposes to rescind existing requirements that health care providers offer 

nondirective counseling on abortion, prenatal care, and adoption. The proposed rule also would 

ban health care providers from “presenting” abortion as a family planning method, even while 

claiming to permit counseling on abortion. These changes create confusion that would likely 

deter providers from providing any counseling on abortion care.  

 

Pregnancy testing is a common and frequent reason for women to visit Title X sites.38 As a 

result, a significant number of Title X patients seek out and need pregnancy counseling. Options 

                                                           
35 See, e.g., C.I. Fowler et al., Family Planning Annual Report: 2015 National Summary, RTI INTERNATIONAL 

(2015), https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2015.pdf; Kinsey Hasstedt, Title X: An Essential 

Investment, Now More than Ever, 16 GUTTMACHER POLICY REVIEW (Sept. 13, 2013), 

https://www.guttmacher.org/gpr/2013/09/title-x-essential-investment-now-more-ever; Kiersten Gillette-Pierce & 

Jamila Taylor, The Threat to Title X Family Planning: Why it Matters and What’s at Stake for Women, CENTER FOR 

AMERICAN PROGRESS (Feb. 9, 2017), 

https://www.americanprogress.org/issues/women/reports/2017/02/09/414773/the-threat-to-title-x-family-planning/. 

36 Henry J. Kaiser Family Foundation, New Survey Examines the Provision of Family Planning Services by 

Community Health Centers (Mar. 15, 2018), https://www.kff.org/womens-health-policy/press-release/new-survey-

examines-the-provision-of-family-planning-services-by-community-health-centers/.  

37 Kinsey Hasstedt, Understanding Planned Parenthood’s Critical Role in the Nation’s Family Planning Safety Net, 

20 GUTTMACHER POLICY REVIEW 12 (2017), https://www.guttmacher.org/gpr/2017/01/understanding-planned-

parenthoods-critical-role-nations-family-planning-safety-net.  

38 Illinois Department of Human Services, Guidelines for Client Services and Clinic Management, Section 8.6: 

Pregnancy Diagnosis and Counseling (2008), http://www.dhs.state.il.us/page.aspx?item=40642; see also Jennifer J. 

Frost et al., Specialized Family Planning Clinics in the United States: Why Women Choose Them and Their Role in 

 

Case 3:19-cv-01184-EMC   Document 39-3   Filed 03/21/19   Page 10 of 47

https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2015.pdf
https://www.guttmacher.org/gpr/2013/09/title-x-essential-investment-now-more-ever
https://www.americanprogress.org/issues/women/reports/2017/02/09/414773/the-threat-to-title-x-family-planning/
https://www.kff.org/womens-health-policy/press-release/new-survey-examines-the-provision-of-family-planning-services-by-community-health-centers/
https://www.kff.org/womens-health-policy/press-release/new-survey-examines-the-provision-of-family-planning-services-by-community-health-centers/
https://www.guttmacher.org/gpr/2017/01/understanding-planned-parenthoods-critical-role-nations-family-planning-safety-net
https://www.guttmacher.org/gpr/2017/01/understanding-planned-parenthoods-critical-role-nations-family-planning-safety-net
http://www.dhs.state.il.us/page.aspx?item=40642


10 

 

counseling is an important service for many when they first discover their pregnancy. Depending 

on the age and education level of the patient, they may not be aware of all their pregnancy 

options. Like with any other medical condition, medical counseling on all available options is 

required for informed consent, and consistent with medical standards put forth by leading 

medical associations such as the American College of Obstetricians and Gynecologists and the 

American Medical Association. Medical ethics require health care providers to ensure there is 

informed consent.39 Informed consent is a necessary principle of patient-centered decision-

making intended to help balance the power dynamics between health care providers and patients. 

It also ensures patients have full autonomy over what is to happen to their bodies. Informed 

consent requires providers to disclose relevant and medically accurate information about 

treatment choices and alternatives so that patients can competently and voluntarily make 

decisions about their medical treatment or refuse treatment altogether.40 

 

Under current regulations, providers are required to offer nondirective counseling services with 

respect to abortion, adoption, and prenatal care. This requirement has been in place for many 

years and, as the Department has previously recognized, it has “been considered to be a 

necessary and basic health service of Title X projects.”41 Nonetheless, the proposed rule rescinds 

this requirement. Importantly, since 1996, Congress has annually passed a requirement that all 

pregnancy counseling must be “nondirective.” This statutory requirement remains in place. At 

the same time, the proposed rule would ban “present[ing]” abortion “as a family planning 

method.”  

 

The ban on “presenting” abortion as a family planning service would likely create a chilling 

effect on providers who want to provide high-quality care and counsel their patients consistent 

with the prevailing standard of care and medical ethics. Even if, as the administration claims in 

the preamble, counseling on abortion is permitted, the controlling regulatory text in the proposed 

rule does not expressly permit counseling, and the ban on “presenting” abortion appears to 

                                                           
Meeting Women’s Health Care Needs, 22(6) WOMEN’S HEALTH ISSUES e519-e525 (2002) (“Ten percent of 

respondents were primarily at the clinic for a pregnancy test”). 

39 See, e.g., American College of Physicians, Ethics Manual (6th Ed. 2012), https://www.acponline.org/clinical-

information/ethics-and-professionalism/acp-ethics-manual-sixth-edition/acp-ethics-manual-sixth-edition#informed 

(“The ethical duty to disclose relevant information about human reproduction to the patient may conflict with the 

physician's personal moral standards on abortion, sterilization, contraception, or other reproductive services. A 

physician who objects to these services is not obligated to recommend, perform, or prescribe them. As in any other 

medical situation, however, the physician has a duty to inform the patient about care options and alternatives, or 

refer the patient for such information, so that the patient's rights are not constrained. Physicians unable to provide 

such information should transfer care as long as the health of the patient is not compromised.”); American Nurses 

Association, Code of Ethics for Nurses with Interpretive Statements, Section 1.4 (2015) (“Patients have the moral 

and legal right to determine what will be done with their own person; to be given accurate, complete and 

understandable information in a manner that facilitates an informed decision.”).  

40 See American Medical Association, Code of Medical Ethics Opinion 2.1.1: Informed Consent, https://www.ama-

assn.org/delivering-care/informed-consent (“Informed consent to medical treatment is fundamental in both ethics 

and law. Patients have the right to receive information and ask questions about recommended treatments so that they 

can make well-considered decisions about care. Successful communication in the patient-physician relationship 

fosters trust and supports shared decision making.”). 

41 65 Fed. Reg. 41273 (July 3, 2000). 
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eliminate a provider’s ability to even offer counseling on abortion services. As a result, patients 

who are unaware of the option and do not expressly request counseling on the topic may be 

unable to make an informed decision about their pregnancy. With the amount of money that is at 

stake, the rescission of the counseling offer requirement, the ban on “presenting” abortion as a 

family planning method and the lack of an explicit permission to counsel on abortion would 

operate to chill providers’ speech and prevent patients from accessing comprehensive 

information about their health care options.  

 

The statutory requirement that pregnancy counseling be nondirective42 creates additional 

confusion for providers. Nondirective counseling is “the provision of information on all 

available options without promoting, advocating, or encouraging one option over another” 

(emphasis added).43 The proposed rule would force providers to omit information about abortion. 

By definition, this forced omission steers patients away from abortion and is directive 

counseling, and thus is in violation of the law—a fact that this Department has recognized in the 

past.44 Given this confusing and contradictory set of restrictions, a health care provider could be 

deterred from providing any pregnancy counseling so as not to violate the law.  

 

Finally, even where the preamble suggests that nondirective counseling on abortion would be 

permitted in some undefined circumstances, the preamble seems to confine this permission to 

physicians. Since the vast majority of medical services and counseling in Title X is provided by 

non-physician clinicians, such as nurse practitioners, few Title X projects could engage in the 

even limited opportunity for counseling seemingly contemplated by the preamble.45 

 

The proposed counseling requirements are confusing, in conflict with existing law, and harmful 

for women’s health and must be withdrawn.  

 

b. The ban on referrals for abortion care directs Title X grantees to withhold or 

obfuscate full and accurate medical information, endangering women’s health and 

undermining the patient-provider relationship 

 

The proposed rule makes sweeping changes that compromise a provider’s ability to comply with 

medical ethics when referring a patient for care outside the Title X program, putting women’s 

health at risk. 

 

                                                           
42 A statutory provision passed annually in the Title X appropriation since 1996 would remain in place requiring that 

“all pregnancy counseling shall be nondirective.” See, e.g., Consolidated Appropriations Act, 2018, Public Law 115-

141, Div. H, Title II, 132 Stat. 348, 716-717 (2018).  

43 See 83 Fed. Reg. 25512 fn. 41 (June 1, 2018). 

44 See 65 Fed. Reg. 41273 (July 3, 2000) (“Totally omitting information on a legal option or removing an option 

from the client’s consideration necessarily steers her toward the options presented and is a directive form of 

counseling.”). 

45 According to the 2016 Family Planning Annual Report, of the 3,550 full-time equivalent (FTE) clinical services 

providers responsible for the provision of family planning and sexual health services in Title X-funded health 

centers, 71% (2,511.8) were mid-level clinicians (physicians assistants, nurse practitioners, and certified nurse 

midwives).  
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Under current regulations, Title X recipients must provide abortion referrals if requested by the 

patient. The proposed rule would rescind this requirement, instead banning direct abortion 

referrals entirely except in medical emergencies. If a patient requests a referral for an abortion, a 

provider may give only a mixed list of health care providers who offer prenatal care, of which 

some, but not all also offer abortion.46 The list may not identify which providers on the referral 

list offer abortion care.47 All other pregnant patients must be referred to prenatal care providers, 

regardless of their wishes.48 These changes would reduce the quality of health care for pregnant 

Title X patients who want or need abortion care by obfuscating their health care choices and 

directing them towards unwanted services. 

 

The ban on referrals disrupts the continuum of care and puts an undue burden on patients, who 

must expend additional time and money in order to obtain the care they need—if they are able to 

obtain care at all. Where a Title X clinic might have been able to refer to services provided 

outside the Title X program but within their own facility and begin the health care service on the 

same day, a patient now would have to first research which providers even provide abortion. She 

may not know that she was given a mixed list, trusting her doctor to provide her with accurate 

information. As a result, patients would have to spend valuable time and money, including travel 

costs and co-pays, on appointments for providers who would not provide the requested service—

wasting time and money for a population that often has neither to spare. The additional time and 

expense falls most heavily on the low-income individuals that make up the Title X program, 

including those without the job flexibility to take paid sick time. Even if the patient is made 

aware that the list is mixed, she may not have the time or resources to research which provider 

performs the requested service, making it more likely that she is unable to obtain needed care or 

her care is significantly delayed.  

 

This burden is especially troubling given the time-sensitive nature of obtaining abortion care. As 

pregnancy progresses, abortion care becomes more expensive and more difficult to obtain.49 

Seemingly minor delays may push a patient into a later stage of pregnancy, where fewer 

providers may be available and procedures may be more complex. The proposed rule would 

result in medically unnecessary and inappropriate delays in care, which are never in the best 

interest of the patient.  

 

When women face delays in obtaining an abortion, the logistical and financial burdens they face 

multiply. On average, a woman must wait at least a week between when she attempts to make an 

appointment and when she receives an abortion.50 Delays also have the effect of increasing the 

                                                           
46 83 Fed. Reg. 25531 (June 1, 2018). 

47 Id. 

48 Id. 

49 Rachel K. Jones et al., Differences in Abortion Service Delivery in Hostile, Middle-Ground and Supportive States 

in 2014, WOMEN’S HEALTH ISSUES 215-16 (2018), http://www.whijournal.com/article/S1049-3867(17)30536-

4/abstract. 

50 The median is seven days, while the average is 10 days. Moreover, poorer women wait two to three days longer 

than the typical woman. See Lawrence B. Finer et al., Timing of Steps and Reasons for Delays in Obtaining 

Abortions in the United States, 74 CONTRACEPTION 334, 338-43 (2006). 
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cost of an abortion. Abortion in the first trimester is substantially less expensive than in the 

second trimester: the median price of a surgical abortion at ten weeks is $508, while the cost 

rises to $1,195 at week twenty.51 The rising cost of abortion as gestational age increases poses a 

profound challenge to the affordability of the procedure for lower-income women. As one Utah 

woman explained: “I knew the longer it took, the more money it would cost . . . We are living 

paycheck to paycheck as it is, and if I [had] gone one week sooner, it would have been $100 

less.”52 Moreover, delays raise the cost of each step of obtaining an abortion—not just the cost of 

the procedure. For example, one recent study found that Utah’s mandatory waiting period caused 

forty-seven percent of women having an abortion to miss an extra day of work.53 More than sixty 

percent were negatively affected in other ways, including increased transportation costs, lost 

wages by a family member or friend, or being required to disclose the abortion to someone 

whom they otherwise would not have told.54 And because many clinics do not offer second-

trimester abortions, a woman who has been delayed into the second trimester will typically be 

required to travel farther to obtain an abortion, thereby incurring additional travel and related 

costs, such as lost wages.55 As a result, indirect referrals that result in a delay in care can 

significantly drive up the cost of care for a woman seeking abortion care. 

 

The proposed rule contravenes key and well-established principles of quality care: that care must 

be timely, in the best interest of the patient, and according to medical need.56 With regards to 

abortion specifically, the World Health Organization has stated that: 

 

Information, counselling and abortion procedures should be provided as promptly 

as possible without undue delay . . . The woman should be given as much time as 

she needs to make her decision, even if it means returning to the clinic later. 

However, the advantage of abortion at earlier gestational ages in terms of their 

greater safety over abortion at later ages should be explained. Once the decision is 

made by the woman, abortion should be provided as soon as is possible to do so.57 

                                                           
51 Rachel K. Jones et al., Differences in Abortion Service Delivery in Hostile, Middle-Ground and Supportive States 

in 2014, WOMEN’S HEALTH ISSUES 215-16 (2018), http://www.whijournal.com/article/S1049-3867(17)30536-

4/abstract. 

52 Sarah C.M. Roberts et al., Utah’s 72-Hour Waiting Period for Abortion: Experiences Among a Clinic-Based 

Sample of Women, 48 PERSPECTIVES ON SEXUAL & REPRODUCTIVE HEALTH 179, 184 (2016). 

53 Jessica N. Sanders et al., The Longest Wait: Examining the Impact of Utah’s 72-Hour Waiting Period for 

Abortion, 26 WOMEN’S HEALTH ISSUES 483, 485 (2016). 

54 Id.; Deborah Karasek et al., Abortion Patients’ Experience and Perceptions of Waiting Periods: Survey Evidence 

Before Arizona’s Two-Visit 24-hour Mandatory Waiting Period Law, 26 WOMEN’S HEALTH ISSUES 60 (2016). 

55 Rachel K. Jones & Jenna Jerman, How Far Did US Women Travel for Abortion Services in 2008?, 22 J. WOMEN’S 

HEALTH 706 (2013). 

56 Institute of Medicine (now the Health and Medicine Division of the National Academies of Sciences, 

Engineering, and Medicine), Crossing the Quality Chasm: A New Health System for the 21st Century (Mar. 2001), 

http://www.nationalacademies.org/hmd/~/media/Files/Report%20Files/2001/Crossing-the-Quality-

Chasm/Quality%20Chasm%202001%20%20report%20brief.pdf. 

57 World Health Organization, Safe Abortion: Technical and Policy Guidance for Health Systems (2nd ed.) 36 

(2012), http://apps.who.int/iris/bitstream/10665/70914/1/9789241548434_eng.pdf. 
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The proposed rule’s ban on abortion referrals exemplifies how the Department seeks to relegate 

low-income pregnant patients who rely on Title X services to lower-quality health care. While 

the proposed rule would continue to permit grantees to provide “necessary referral to other 

medical facilities when medically indicated,” it would prohibit referrals for medically necessary 

abortions unless the patient requires emergency care.58 Then, a direct referral to an “appropriate 

provider of emergency medical services” is permitted. For other medically necessary and even 

life-saving abortions that are not an immediate emergency, a health care provider may not give a 

direct referral, or even any referral information except the mixed list, and only upon request. This 

could deny pregnant patients who may need to make difficult decisions about a wanted 

pregnancy, but have not yet made up their mind about an abortion, the opportunity to be referred 

to a specialist for a consultation. Because of the limitations on counseling, it is also unclear 

whether the provider would be able to discuss abortion as a medical treatment option.  

 

A footnote in the preamble suggests that it would not be a violation of the ban on abortion 

referrals to refer directly to an abortion provider in cases of rape or incest—but only if the 

referring provider has complied with all laws requiring reporting to, or notification of, relevant 

authorities and documents the report in the patient’s record.59 Conditioning a health care referral 

on reporting laws is a violation of key liberty and privacy principles. Forcing providers to report 

survivors could also put the survivor in harm’s way, and could deter them from identifying 

themselves as survivors or seeking care at all. A patient should never be forced to choose 

between obtaining needed care and her privacy.   

 

The ban on abortion referrals is also an attempt to entice fake women’s health centers to join the 

ranks of Title X providers. The Department expressly states that the referrals ban would 

“promote grantee diversity by expanding the number of qualified entities that would be willing 

and able to apply to provide Title X services, since potential grantees and subrecipients that 

refuse to provide abortion referrals may have been ineligible or discouraged from applying for 

Title X grants […] by the requirements of the current regulations.”60 As described in detail 

below, many of these centers provide little to no licensed health care, much less high-quality 

reproductive care.  

 

The proposed counseling and referral requirements would undermine the trust integral to the 

patient-provider relationship and force providers to violate medical ethics. As the American 

Medical Association explains: 

 

High-quality medical care relies on honest, unfiltered conversations between 

patients and their physicians. Gag orders that restrict the ability of physicians to 

explain all options to their patients and refer them—whatever their health care 

                                                           
58 83 Fed. Reg. 25530 (June 1, 2018).  

59 This language, while instructive, is not controlling because the exception is only in the preamble and not in the 

actual regulatory text. Accordingly, in practice, providers would not be able to make such a referral even under these 

limited conditions without fear of violating the referral ban. 83 Fed. Reg. 25518 (June 1, 2018). 

60 83 Fed. Reg. 25518 (June 1, 2018). 

 

Case 3:19-cv-01184-EMC   Document 39-3   Filed 03/21/19   Page 15 of 47



15 

 

needs—compromise this relationship and force physicians and nurses to withhold 

information that their patients need to make decisions about their care.61  

 

Patients must be able to trust that their health care providers are giving them complete, 

transparent information about their health care options—and medical ethics obligate providers to 

do so.62 Forcing providers to withhold critical information about a patient’s care undermines that 

trust. This is especially true for minors, who, under the proposed rule, would be subject to 

additional invasive questioning about their sexual partners63—but given only evasive or 

incomplete answers when requesting abortion referrals or family planning counseling. For 

communities of color, who make up a large portion of the Title X program, the proposed rule 

piles on to a historic distrust of the medical community as a result of centuries of abuse, 

including forced sterilization and medical experiments without patient consent.64 Especially for 

these underserved populations, building patients’ trust in health care providers is essential to 

realizing the promise of the Title X program: 

 

Mistrust can cause a patient to refuse treatment or comply poorly with medical 

advice, which in turn can cause providers to become less engaged—leading to a 

vicious cycle. These obstacles are difficult enough to surmount in cases where a 

patient is ill and presumably motivated to receive some kind of treatment. In the 

case of a prevention intervention such as birth control, however, where the need for 

                                                           
61 American Medical Association, Press Release: AMA Response to Administration's Attack on Family Planning 

Services (May 23, 2018), https://www.ama-assn.org/ama-response-administrations-attack-family-planning-services.  

62 The AMA code of ethics states that “withholding information without the patient’s knowledge or consent is 

ethically unacceptable.” American Medical Association, Withholding Information from Patients, Code of Medical 

Ethics Opinion 2.1.3, https://www.ama-assn.org/delivering-care/withholding-information-patients; The American 

College of Obstetricians and Gynecologists recommends that all patients “should be counseled about [their] options: 

continuing the pregnancy to term and raising the infant, continuing the pregnancy to term and placing the infant for 

legal adoption, or terminating the pregnancy.” See Kinsey Hasstedt, Unbiased Information on and Referral for All 

Pregnancy Options Are Essential to Informed Consent in Reproductive Health Care, 21 GUTTMACHER POLICY 

REVIEW 2 (2018), https://www.guttmacher.org/gpr/2018/01/unbiased-information-and-referral-all-pregnancy-

options-are-essential-informed-consent.  

63 The proposed rule requires providers to document the age of minors’ sexual partners. 83 Fed. Reg. 25533 (June 1, 

2018). 

64 See, e.g., Susan A. Cohen, Abortion and Women of Color: The Bigger Picture, 11 GUTTMACHER POLICY REVIEW 

2, 5 (2008) (“The [Institute of Medicine] also noted a level of mistrust for the health system in general that exists in 

minority communities. Mistrust can cause a patient to refuse treatment or comply poorly with medical advice, which 

in turn can cause providers to become less engaged—leading to a vicious cycle.”); Willie M. Abel & Jimmy T. 

Efird, The Association between Trust in Health Care Providers and Medication Adherence among Black Women 

with Hypertension, 1 FRONT. PUBLIC HEALTH (2013) (“The historical legacy of Blacks in the U.S. provides insight 

as to why distrust in the medical profession exists. [. . .] Frequently, [Black people] were used in experiments by 

White doctors to perfect medical and surgical techniques before attempting procedures on Whites. [. . . ] Examples 

of experiments included: unanesthetized gynecological experiments on slave women; Tuskegee syphilis study that 

withheld treatment to plot disease progress in men; eugenic-inspired involuntary sterilizations of welfare mothers 

with multiple children; unconsented high dose radiation experiments; and hazardous dermatological research on 

prison subjects.”). 
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‘treatment’ may seem less pressing, the cumulative effect of these obstacles could 

be daunting.65  

 

The proposed rule could undermine the patient-provider relationship, and with it, the care 

patients need. We urge the Department to withdraw this harmful rule.  

 

c. The proposed rule’s physical separation requirement and additional restrictions on 

use of funds would detrimentally impact Title X’s trademark high-quality care 

 

Under current regulations, Title X providers who also perform abortion are required to maintain 

financial separation of abortion services from their Title X programs. Any shared costs are 

strictly prorated to prevent the misuse of Title X funds, which by statute may not go towards 

programs that provide abortion.66 The NPRM would change this system radically by requiring 

health care providers that also perform abortion to demonstrate both physical and financial 

separation of the Title X project from abortion services. The proposed rule would essentially 

reinstate a near-identical Reagan-era policy that grants the Secretary unchecked power to 

determine whether the programs are sufficiently separate, based on a set of factors including 

whether there are separate waiting rooms, entrances and exits, staff, workstations, and health 

care records. The NPRM also proposes that at least fifty percent of Title X funds be used 

exclusively for direct services, and prohibits the use of any of the funds on infrastructure costs 

shared with programs that provide abortion. Together, the physical separation requirement and 

proposed restrictions on the use of Title X funds would increase operating costs and limit 

funding for critical infrastructure purposes that ensure quality care, in addition to directly 

impacting the quality of care for a woman seeking an abortion. 

 

The physical separation requirements would likely raise the cost of care. As described in detail 

below, the proposed requirements will effectively require grantees that also provide abortion care 

outside the Title X program to engage in a complete physical separation of Title X services from 

services prohibited by the program. This would essentially require the grantees to operate 

separate facilities, hire a second set of staff and duplicate structural necessities, including 

medical records systems, websites, and work stations. Such a scheme would be extremely costly 

and could deplete a health facility’s funds, forcing it to close or raise the cost of care.67 

 

Restrictions on the use of Title X funds would have a similar effect. Many clinics would be 

unable to use Title X funding to prorate costs that are critical for both programs, such as facility 

updates, staff salaries or staff training. It would also raise the cost of medical supplies, as it 

would reduce or eliminate grantees’ ability to make cost-effective bulk purchases of supplies, 

                                                           
65 Susan A. Cohen, Abortion and Women of Color: The Bigger Picture, 11 GUTTMACHER POLICY REVIEW 2, 5 

(2008). 

66 42 U.S.C § 300a-6. 

67 Commenters on the 1988 rule noted that many small and rural clinics, which provide services to some of the most 

underserved populations, “cannot afford to operate separate facilities or to employ separate staff for these services 

without substantially increasing the prices of *** services.” 65 Fed. Reg. 41275 (July 3, 2000).  
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including contraceptives. The increased costs would greatly reduce the number of patients that 

can be served through Title X and other funding sources.   

 

The physical separation requirement, especially when coupled with the referral ban, goes against 

the principle of integrated care. By removing the option of seamless referrals within a facility, 

the proposed rule would force patients to make multiple appointments and trips—contrary to the 

proposed rule’s emphasis on funding grantees who can provide on-site primary care to “decrease 

the overall cost and transportation challenges related to access for vital health care services that 

may be discovered”68 at the family planning visit. Further, the separation requirement effectively 

removes “one of the most opportune time[s] to facilitate the entry of the abortion patent (sic) into 

family planning counseling, which is at the post-abortion check-up”69—undermining Title X’s 

mission to provide high-quality family planning services.  

 

Finally, the proposed restriction to require the majority of funds to be used for direct services 

could limit a clinic’s ability to conduct outreach to new patients who need publicly funded health 

services. Many individuals who are eligible for Title X services do not know that they would be 

eligible for free or low-cost health care, so encouraging them to visit the clinic for the first time 

can be the greatest challenge to serving that population.70 Because other public funding sources 

may not be used for outreach activities, Title X funds can be critical in establishing that 

connection and providing eligible individuals with a much-needed entry point into the health 

care system. The proposed restrictions on the use of funds would curtail outreach efforts and 

almost certainly reduce access to Title X services contrary to the underlying statute.71 

 

d. The proposed rule would have a chilling effect on the provision of abortion care 

outside of the Title X program 

 

The restrictions described above would have a chilling effect on the provision of abortion care 

even outside of the Title X program by forcing many clinics to give up their abortion program. 

Because the proposed requirements would generate sometimes insurmountable costs in order to 

separate abortion services from Title X services and limit the use of Title X funds where there 

are shared infrastructure costs, many clinics would likely be unable to comply if they continue to 

provide abortion services. As a result, they would have to stop providing abortion services to 

avoid incurring the cost of physical separation, exacerbating the existing abortion provider 

shortage. As of 2014, eighty-nine percent of counties in the United States did not have a single 

                                                           
68 83 Fed. Reg. 25516 (June 1, 2018). 

69 65 Fed. Reg. 41275 (July 3, 2000). 

70 Rachel Benson Gold, Stronger Together: Medicaid, Title X Bring Different Strengths to Family Planning Effort, 

10 GUTTMACHER POLICY REVIEW 13, 17 (2007) 

https://www.guttmacher.org/sites/default/files/article_files/gpr100213.pdf (“meeting the unmet need for publicly 

subsidized family planning is first and foremost an outreach challenge [. . .] the intensive outreach required to reach 

special populations often falls to Title X.”).  

71 The Department misreads the research it cites as justification for the restriction on the use of Title X funds, and 

appears to imply that clinics are using Title X funding to attract clients for non-Title-X services. To the contrary, the 

research shows that the Title X funds allow populations that likely would otherwise have no access to health care at 

all to obtain services. 
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abortion clinic.72 Even in counties that do have one or more clinics, abortion services might be 

available only on certain days. In several states, only one clinic offers abortion care.73  

 

An increased shortage of providers would be the direct result of the proposed rule, but that result 

would go against the congressional intent of the program. Congress clearly stated that the 

abortion prohibition in the Title X program “does not and is not intended to interfere with or 

limit programs conducted in accordance with State or local laws and regulations which are 

supported by funds other than those authorized under this legislation.”74 The proposed rule, 

however, would do just that. 

 

e. The proposed rule threatens patient confidentiality, particularly for minors, in ways 

that could cause many patients to avoid seeking care 

 

Family planning services address some of the most sensitive and personal issues in health care 

and therefore require strong confidentiality protections. Patients seeking family planning services 

encompass a broad spectrum of patient populations. Certain groups, including adolescents, 

young adults, and people at risk of domestic or intimate partner violence, have special privacy 

concerns that require strong protections. But the proposed rule undermines patient confidentiality 

and access to care by exerting increased and inappropriate pressure on adolescent patients and 

their Title X providers to involve family members including parents or guardians in virtually all 

cases. 

 

Congress requires that Title X providers encourage family participation “to the extent 

practicable.”75 Title X providers, guided by their expertise, training, and experience, as well as 

extensive practice standards and recommendations, already assist adolescents to involve their 

families in decisions about family planning services and other key health care matters when 

realistic and appropriate. 

 

As a consequence, most adolescents already involve their families in decisions about family 

planning, or seek family planning services with their parents’ or guardians’ knowledge.76 

However, when taking a health history, clinicians sometimes learn of circumstances (short of 

abuse) in a minor’s family that can make it not “practicable,” or even harmful, to encourage the 

                                                           
72 Rachel K. Jones & Jenna Jerman, Abortion incidence and service availability in the United States, 2014, 49(1) 

PERSPECTIVES ON SEXUAL AND REPRODUCTIVE HEALTH 17–27 (Mar. 2017). 

73 Allison McCann, The Last Clinics, VICE NEWS (May 23, 2017), https://news.vice.com/story/last-clinics-seven-

states-one-abortion-clinic-left. 

74 116 CONG. REC. 39871 (1970). 

75 42 U.S.C. § 300. 

76 Diane M. Reddy et al., Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual Health Care 

Services, 288(6) JAMA 710 – 714 (2002); Rachel K. Jones et al., Adolescents’ Reports of Parental Knowledge of 

Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated Parental Notification for Prescription 

Contraception, 293(3) JAMA 340 – 348 (2005); Liza Fuentes et al., Adolescents’ and Young Adults’ Reports of 

Barriers to Confidential Health Care and Receipt of Contraceptive Services, 62(1) JOURNAL OF ADOLESCENT 

HEALTH 36-43 (2018). 
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participation of a minor’s parents or guardians. In these situations, clinicians should not be 

required to take and document “specific actions” to encourage the minor to do so as the NPRM 

requires. The requirement is not only contrary to medical ethics, but it also undermines the 

relationship between the minor and the health care professional and is likely to deter some 

minors from returning for critical health care services, including family planning and testing and 

treatment for sexually transmitted infections.77  

 

f. The proposed rule’s encouragement of fake women’s health centers’ participation in 

the Title X program demonstrates a blatant disregard for women’s health and the 

program’s intended purpose  

 

The proposed rule encourages fake women’s health centers and religious entities that do not 

provide medically appropriate care to participate in the Title X program, putting women’s health 

at risk and undermining the fundamental purpose of the Title X program. As described in greater 

detail throughout this comment, the proposed rule facilitates the participation of these entities by 

loosening the standards for the range of family planning methods and services to be provided, 

rescinding counseling requirements and banning referrals to which religious entities object, 

encouraging the participation of “non-traditional” Title X partners, and encouraging abstinence-

only education. In effect, the proposed rule would restructure the Title X program to shift away 

from scientifically-proven health care. In its place, it would elevate unscientific behavioral 

approaches to family planning, including through clinics that stigmatize sex, abortion and 

medically-proven family planning methods and refuse to provide or refer for abortion or 

contraceptive services. By moving the Title X program away from these medically-proven 

family planning methods and other comprehensive health services, the proposed rule would 

substantially reduce the quality of care for many patients under the Title X program. 

 

Fake women’s health centers have a well-documented history of engaging in deceptive and 

fraudulent tactics to attract pregnant women and deter or prevent them from accessing abortion 

care. Many of these centers advertise their services by suggesting—explicitly, implicitly, or by 

omission—that they are full-spectrum reproductive health clinics, while actively concealing that 

they do not provide or refer for abortion or contraception.78 Many of these centers also train their 

staff and volunteers to convince women to make an appointment, regardless of whether the 

center provides the services they are seeking.79 Once a pregnant woman comes through their 

doors, she may be forced to watch anti-choice films, view slideshows and photographs, and hear 

biased lectures. The fake women’s health centers would not only refuse to refer women to an 

abortion provider—some may refuse even to provide information about or referrals for birth 

control.80 The refusal to refer for an abortion is especially insidious under this proposed rule, 

                                                           
77 Id. 

78 Brief for 51 Reproductive Rights, Civil Rights, and Social Justice Organizations as Amici Curiae Supporting 

Respondents at 9, NIFLA v. Becerra, 138 S. Ct. 2361 (2018).  

79 Id. at 12. 

80 Joanne D. Rosen, The Public Health Risks of Crisis Pregnancy Centers, 44 PERSPECTIVES ON SEXUAL AND 

REPRODUCTIVE HEALTH 201-05 (Sept. 2012), https://www.guttmacher.org/journals/psrh/2012/09/public-health-

risks-crisis-pregnancy-centers (“Clinics that offer pregnancy tests are well positioned to provide information about 

contraception and STD prevention to a sexually active clientele. However, most crisis pregnancy centers do not 
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because the centers are under no obligation to disclose that they do not provide abortion, do not 

refer for abortion, or that any referral list they provide does not include an abortion provider—

even if the patient specifically requests a referral for an abortion. 

 

Women have suffered significant harm as a result of the practices of fake women’s health 

centers. Besides the additional time and money required to obtain care that the fake women’s 

health center has refused to provide, some women have, as a result, been prevented from 

obtaining abortion care entirely by the center’s delay tactics or outright lies about the availability 

of abortion care.81 Fake women’s health centers have also given misleading or wrong 

information about patients’ pregnancies that led to miscarriages or other adverse health 

consequences.82  

 

In addition, the proposed changes to the range of family planning methods and services, 

combined with the new definition of “family planning” (which emphasizes provision of a “broad 

range of acceptable and effective choices”83) betray the proposed rule’s intent to shift the Title X 

program’s focus from high-quality medical services to behavioral changes. The revised 

requirements could allow fake women’s health centers to band together with other underqualified 

entities and qualify as a “broad range” of family planning services under the proposed rule by 

providing a limited suite of abstinence-only education, natural family planning, and adoption 

services—despite not providing any of the drugs and devices most patients would expect in a 

family planning visit. This contravenes the intent of the Title X program to ensure that low-

income women have access to the same quality and range of services, including contraceptive 

care, as women who receive care through private practice.  

 

Finally, the proposed rule does not guarantee that grantees must be licensed medical providers, 

allowing fake women’s health centers that deny access to care to enter the program and 

effectively prevent women from accessing care through licensed providers. 

 

IV. The Proposed Rule Violates the Administrative Procedure Act 

 

The proposed rule violates the Administrative Procedure Act (“APA”) on multiple grounds. 

Under the APA, “agency action, findings, and conclusions found to be . . . arbitrary, capricious, 

an abuse of discretion, or otherwise not in accordance with law” shall be set aside.84 An agency 

must provide “adequate reasons” for its rulemaking, in part by “examin[ing] the relevant data 

                                                           
provide such information.”); David A. Grimes, Crisis Pregnancy Centers Lie About Contraception, Too, 

HUFFINGTON POST (Jan. 15, 2016), https://www.huffingtonpost.com/david-a-grimes/crisis-pregnancy-centers-

_b_8979258.html (Citing the Statement of Principle for a North Carolina fake women’s health center: “Does not 

recommend, provide, or refer single women for contraceptives. (Married women seeking contraceptive information 

should be urged to seek counsel, along with their husbands, from their pastor and/or physician)”). 

81 See, e.g., Brief for 51 Reproductive Rights, Civil Rights, and Social Justice Organizations as Amici Curiae in 

Supporting Respondents at 27-28, NIFLA v. Becerra, 138 S. Ct. 2361(2018). 

82 See id. at 23-24. 

83 83 Fed. Reg. 25529 (June 1, 2018) (emphasis added).  

84 5 U.S.C.A. § 706(2)(A). 
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and articulat[ing] a satisfactory explanation for its action including a rational connection between 

the facts found and the choice made.”85  

 

As detailed below, the proposed rule is arbitrary and capricious, an abuse of discretion, and not 

in accordance with law. Among other things, the Department fails to articulate an ample 

justification for a revision of Title X compliance requirements, as demonstrated by the dearth of 

supporting facts and data in the NPRM, and fails to engage in an appropriate cost-benefit 

analysis. Instead, it advances the unsubstantiated claim that current regulations, which for 

decades have successfully governed the program, are now somehow causing confusion and 

suddenly violate federal health care refusal laws. The regulations have gone virtually unchanged 

for 18 years, thoroughly and effectively spell out how the Title X program is to operate (in full 

satisfaction of its statutory mandates), and are not confusing to Title X-funded health centers. 

The NPRM also fails to identify any inadequacies in Title X family planning care, any material 

failures of compliance, or any other evidence that might justify its proposed regulatory overhaul. 

HHS’s current regulations and oversight powers already give it the capability to manage Title X 

grants and work effectively with the Title X network to best serve patients. Title X’s primary 

issue today is lack of sufficient funding—a problem made worse by this NPRM, not any 

purported problems with the rules governing this decades-old, well-functioning program.86 

Because the rule violates the APA, HHS should withdraw the proposed rule in its entirety.  

 

 

 

                                                           
85 Encino Motorcars, LLC v. Navarro, 136 S. Ct. 2117, 2125 (June 20, 2016) (citing Motor Vehicle Mfrs. Assn. of 

United States, Inc. v. State Farm Mut. Automobile Ins. Co., 463 U.S. 29, 103 (1983)). Typically, a court will find an 

agency action to be arbitrary and capricious if the agency “has relied on factors which Congress has not intended it 

to consider, entirely failed to consider an important aspect of the problem, offered an explanation for its decision 

that runs counter to the evidence before the agency, or is so implausible that it could not be ascribed to a difference 

in view or the product of agency expertise.” Motor Vehicle Mfrs. Ass'n of U.S., Inc. v. State Farm Mut. Auto. Ins. 

Co., 463 U.S. 29, 43 (1983) (internal citations omitted); Envtl. Def. Fund, Inc. v. Costle, 657 F.2d 275, 283 (D.C. 

Cir. 1981) (“While we are admonished from rubber stamping agency decisions as correct, our task is complete when 

we find that the agency has engaged in reasoned decisionmaking within the scope of its Congressional mandate.”) 

(internal citations and quotations omitted). The Department claims that for revised rulemaking, it “suffices that the 

new policy is permissible under the statute, that there are good reasons for it, and that the agency believes it to be 

better, which the conscious change of course adequately indicates.” (83 Fed. Reg. 25506 (June 1, 2018) (citing U.S. 

Aid Funds, Inc. v. King, 200 F. Supp. 3d 163, 169–70 (D.D.C. 2016))). However, the Department fails to even meet 

its own standard.  

86 Institute of Medicine, A Review of the HHS Family Planning Program: Mission, Management, and Measurement 

of Results (May 2009), http://nationalacademies.org/hmd/~/media/Files/Report%20Files/2009/A-Review-of-the-

HHS-Family-Planning-Program-Mission-Management-and-Measurement-of-Results/Review-of-HHS-report-

brief.pdf (“The Title X program has demonstrated its value to society over time and its success in providing critical 

services to those who have the most difficulty obtaining them.”); Office of Management and Budget, Title X 

Program Assessment (2005), 

https://obamawhitehouse.archives.gov/sites/default/files/omb/assets/omb/expectmore/summary/10003513.2005.html

(“Women who utilize Title X (Family Planning program) services as their primary source of health care have 

significantly greater odds of receiving contraceptive services and/or care for sexually transmitted diseases (STDs) 

than women who utilize private physicians or HMOs.”).  
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a. The proposed rule’s changes to existing counseling requirements are arbitrary and 

capricious, and not in accordance with law  

 

For more than two decades, Congress has required all pregnancy counseling in the Title X 

program to be “nondirective.”87 The proposed rule’s ban on “presenting” abortion as a family 

planning method conflicts with the text and intent of this law. 

 

Congress has repeatedly and consistently expressed its clear intent that nondirective pregnancy 

counseling is a key component of the Title X program. In 1988, the Department of Health and 

Human Services issued a rule substantially similar to today’s proposed rule that banned abortion 

counseling and referrals and mandated strict physical and financial separation. After the 1988 

gag rule was upheld by the Supreme Court in Rust v. Sullivan,88 the outcry from the medical 

community against the ban on abortion counseling remained so great that Congress took action, 

passing the Family Planning Amendments Act of 1992. The amendments, later codified in the 

regulations currently in force, required counseling and referral on all pregnancy options, 

including prenatal care and delivery, infant care, foster care, and adoption; and pregnancy 

termination.89  

 

In passing the requirement, members of Congress from both parties did not mince words. 

Representative Henry Waxman called the Reagan-era gag rule “bad medicine, bad law, and bad 

precedent.”90 Representative Bill Richardson asserted that “[e]very woman in America, 

regardless of income, is entitled to receive all the information about her pregnancy options.”91 

Others cautioned that “without [eliminating the gag rule] we will take another step toward two-

tier health care in America. Already the gap in health care is widening between the haves and 

have nots. [If the gag rule remains in place] the gap will get wider.”92 Many recognized that 

                                                           
87 A statutory provision passed annually in the Title X appropriation since 1996 requires that “all pregnancy 

counseling shall be nondirective.” See, e.g., Consolidated Appropriations Act, 2018, Public Law 115-141, Div. H, 

Title II, 132 Stat. 348, 716-17 (2018). 

88 Rust v. Sullivan, 500 U.S. 173 (1991).  

89 102 CONG. REC. 9862 (1992).  

90 Id. at 9859. 

91 Id. (statement of Rep. Richardson).  

92 Id. at 9860 (1992) (statement of Rep. Wyden); see also id. at 9864 (statement of Rep. Lowey) (“Most importantly, 

the gag rule discriminates against low-income women by creating a two-tiered health care system. Under the rule, 

low-income women receive censored medical information while women who can afford private insurance have 

access to counseling on all of their legal, medical options.”); Id. at 9877 (statement of Rep. DeLauro) (“This 

regulation will create a two-tier system for medical advice. Americans who can afford private health care will get it. 

Those who can't won't. We must overturn this rule [. . .].”); Id. at 9861 (statement of Rep. Lloyd) (“Prohibiting 

health care professionals from all available options with title X clients would establish one set of criteria for low-

income women and a different set for women who are financially secure-in effect establishing a two-tier system for 

health care.”); Id. at 9867 (statement of Rep. Snow) (“the repeal of the gag rule is our last opportunity to put an end 

to the appalling and humiliating· second class treatment women will receive beginning in May under the 

administration's regulations.”); Id. at 9870 (statement of Rep. Collins) (“the lack of appropriate counseling will once 

again relegate women to the status of second-class citizens.”); Id. at 9871 (statement of Rep. Williams) (“When the 

administration issued regulations limiting health care professionals from expressing their professional guidance and 

advice and the Supreme Court upheld those regulations I believe it sent two clear messages, the first being that 
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overriding the gag rule was necessary to “retain the credibility of medical professionals,”93 

emphasizing that “quality patient care will be severely impaired”94 if the gag rule remained in 

place. According to Representative Margaret Roukema, “constraints on what a physician can say 

to a patient can only result in serious medical implications for the patient.”95 Representative Les 

AuCoin called the gag rule “institutionalized medical malpractice.”96 Lest the intent of Congress 

be unclear, Representative Gerry Studds unequivocally stated: “When we created the title X 

program 20 years ago, we did not intend to muzzle health care providers. But we didn’t say that 

loudly and clearly enough. But this time, let there be no mistake. Title X providers must be able 

to inform individuals of all pregnancy management options and we must write this explicitly into 

law.”97 More bluntly, Representative Chester Atkins simply stated: “Madam Chairman, the gag 

rule is monumentally stupid.”98 

 

The Family Planning Amendments Act, passed by bipartisan majorities in both houses of 

Congress, was vetoed by then-President George H.W. Bush.99 Undeterred, Congress continued to 

press for counseling to be nondirective, with the goal of protecting the patient-provider 

relationship from political interference even after the gag rule was formally suspended in 

1993.100 In every year since 1996, Congress has passed a requirement that “all pregnancy 

counseling shall be nondirective” as part of Title X appropriations.101 The proposed rule’s ban on 

presenting abortion as an option would require providers to violate this law by forcing them to 

provide prenatal care information but omit information about abortion, thus by default directing a 

patient away from abortion. Only if a Title X project entirely refrained from providing any 

pregnancy counseling could it avoid violating the law—a result that Congress surely did not 

intend, or it would have simply chosen to prohibit pregnancy counseling altogether.  

 

The proposed rule would also rescind the existing rule that requires providers to offer counseling 

on prenatal care, adoption, and abortion. This rescission is arbitrary and capricious.   

 

                                                           
physicians did not have the right to express their medical opinions to patients. The second message is that low-

income women are second-class citizens and, therefore, deserve incomplete medical information from their 

doctors.”). 

93 102 CONG. REC. 9863 (1992) (statement of Rep. McDermott). 

94 Id. at 9864. 

95 Id. (statement of Rep. Roukema). 

96 Id. at 9867 (statement of Rep. AuCoin). 

97 Id. at 9872 (statement of Re. Studds). 

98 Id. at 9873 (statement of Rep. Atkins). 

99 S.B. 323, Family Planning Amendments Act of 1992, 102nd Congress, https://www.congress.gov/bill/102nd-

congress/senate-bill/323/actions.  

100 The gag rule was formally suspended by President Clinton in 1993. See 58 Fed. Reg. 7185, 7455 (Feb. 5, 1993). 

101 See, e.g., Consolidated Appropriations Act, 2018, Public Law 115-141, Div. H, Title II, 132 Stat. 348, 716-17 

(2018). 
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The Department claims that federal health care refusal laws necessitate the rescission of these 

counseling requirements.102 This is incorrect. The Church, Coats-Snowe, and Weldon 

amendments—the federal refusal laws cited by the Department—do not exempt entire entities 

from counseling requirements. In fact, of the cited laws, only the Church amendments address 

religious or moral objections to counseling at all. Under the Church amendments, an entity 

receiving federal funding may not discriminate against applicants for training or study that object 

to counseling—but the grantee entity must still make other arrangements to ensure that a patient 

is able to obtain counseling. This is intended to ensure patients can still access the information 

they need to obtain timely and appropriate care.  

 

Congressional action indicates an intent for nondirective counseling and federal refusal laws to 

coexist. The statutory requirement that pregnancy counseling be nondirective103 is reaffirmed by 

Congress annually with the full knowledge of the existence of federal health care refusal laws. 

Indeed, the same Congress passed both the initial requirement that counseling be nondirective 

and the Coats-Snowe amendment; the Weldon amendment was passed nearly ten years later, 

even as Congress continued to require that counseling be nondirective.104 Moreover, the 

Department presents no data indicating that religious objections to compliance with both the 

counseling requirement and federal refusal laws have been a problem since the nondirective 

counseling requirement first went into effect. The Department cites to no court case that would 

indicate that these requirements have been unable to coexist. Laws are meant to be read in 

harmony wherever possible, and their peaceful coexistence for decades gives no indication that 

they cannot.105 If anything, the proposed rule’s ban on referrals violates the religious rights of 

those providers who feel a moral or religious obligation to provide patients with the standard of 

care. The Department’s argument that federal refusal laws necessitate the rescission of the 

nondirective counseling requirement accordingly cannot stand. 

 

The Department reaches far beyond its authority by attempting to overrule Congress. The 

proposed changes to the counseling requirements are arbitrary and capricious, and not in 

accordance with law.  

 

b. The proposed physical separation requirements and reduced flexibility of funds are 

arbitrary and capricious and not in accordance with law 

 

The NPRM advances a radical departure from the time-tested approach of prorating any costs 

shared between Title X and non-Title X services while requiring strict financial separation of the 

costs of abortion services. Under the proposed rule, the Department proposes to extend 

separation requirements to the physical facilities of health care entities to demonstrate “objective 

integrity and independence” of the Title X project from abortion services. The proposed rule 

                                                           
102 83 Fed. Reg. 25506 (June 1, 2018). 

103 See, e.g., Consolidated Appropriations Act, 2018, Public Law 115-141, Div. H, Title II, 132 Stat. 348, 716-17 

(2018).  

104 Public Law 104-134 (Apr. 26, 1996); 42 USC § 238n; Public Law 108–447 (Dec. 8, 2004). 

105 See, e.g., Watt v. Alaska, 451 U.S. 259, 267 (1981) (A court "must read [two allegedly conflicting] statutes to 

give effect to each if [it] can do so while preserving their sense and purpose.").  
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would grant the Secretary unchecked discretion to determine whether sufficient separation 

between programs exists, based on a non-exclusive list of factors: (1) the existence of separate, 

accurate accounting records; (2) the “degree of separation from facilities” (including waiting 

rooms, entrances and exits, and shared phone numbers) in which prohibited activities, including 

abortion and abortion referrals, occur and the “extent of such prohibited activities;” (3) separate 

personnel, workstations, and health care records; and (4) the degree to which signs identifying 

the Title X program are present and signs referencing abortion are absent.106 The Department 

fails to adequately justify why such a radical change is necessary, and the proposed changes are 

likely unworkable.  

 

The Reagan-era separation requirements, which are nearly identical to the proposed rule, were 

never fully implemented, and there is no evidence that the rules can or will work operationally. 

To the contrary, all evidence points towards the unworkability of these rules—as the Department 

itself acknowledged when it rescinded the 1988 rule: “[T]he practical difficulty of drawing lines 

in this area, both as experienced prior to 1988 and as evident in the history of the gag rule itself, 

suggests that this legal interpretation is not likely ever to result in an enforceable compliance 

policy that is consistent with the efficient and cost-effective delivery of family planning 

services.”107 The proposed rule advances a number of factors the Secretary may, in their 

discretion, consider in determining whether an organization sufficiently separates Title X and 

abortion services. But as the Department has recognized regarding the near-identical factors 

advanced in 1988 “the fundamental measure of compliance under that section remained 

ambiguous.”108 The requirement is in no way objective, because it is dependent upon the 

Secretary’s interpretation at any given time, nor does it establish any kind of discernible standard 

for grantees to follow. Coupled with this administration’s apparent hostility towards health care 

providers who perform abortions, this requirement ensures that virtually every affected entity 

would feel compelled to undergo a complete and total physical separation in order not to run 

afoul of the Secretary’s totality of the circumstances analysis.  

 

Such a complete transformation would result in excessive costs to providers that could force 

them to significantly raise the cost of care, to turn away Title X patients, or even to shutter their 

doors completely. In response to the Reagan-era proposed rule, small and rural clinics 

commented that they “cannot afford to operate separate facilities or to employ separate staff for 

these services without substantially increasing the prices of [. . .] services.”109 As a result, clinics 

would be unable to provide as many individuals with free or low-cost family planning services.  

 

Compounding the financial burden on service providers, the proposed rule imposes additional 

strict limitations on the use of Title X funding. The NPRM proposes that at least 50% of Title X 

funds be spent on direct services; the other 50% is restricted to costs that are not shared with 

programs that provide abortion services. This means that many critical infrastructure costs can no 

longer be covered by Title X services unless there is complete physical separation. Because other 

                                                           
106 83 Fed. Reg. 25532 (June 1, 2018). 

107 65 Fed. Reg. 41276 (July 3, 2000). 

108 Id. at 41276. 

109 Id. at 41275. 
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federal funding sources do not allow the use of funds for infrastructure costs, Title X funds 

provide a critical part of a clinic’s funding portfolio that may cover infrastructure costs that make 

the difference between whether or not a clinic can keep its doors open. Many grantees would be 

faced with the impossible choice of forgoing Title X funds and potentially closing completely or 

accepting Title X funds and discontinuing certain non-Title X services. This outcome is contrary 

to legislative intent given Congress’ explicit assertion at the time of Title X passage that it does 

not intend the legislation “to interfere with or limit programs conducted in accordance with State 

or local laws and regulations which are supported by funds other than those authorized under this 

legislation.”110 It is arbitrary and capricious to enact regulations that would force service 

providers vital to the Title X program to close their doors to Title X patients. 

 

The proposed rule would arbitrarily reverse course on a system that has been in place for nearly 

twenty years, with no evidence supporting the necessity for change. The Department merely 

speculates that there may be the potential for a misuse of funds, but fails to show that it is 

actually a systemic problem. In fact, the Department can point to only a handful of individual 

cases that identified a misuse of Title X funds, and those cases were properly identified and 

adjudicated under the current system. The current structure of pro-rating costs between Title X 

and non-Title X activities ensures that Title X funding does not go towards programs that 

provide abortion care, as required by the statute.  

 

The proposed rule would create a system that would undermine the purpose of the very program 

it purports to implement. Title X’s purpose is to provide free or low-cost reproductive health care 

to those who cannot afford it111—but the proposed requirements could undermine many 

providers’ ability to provide Title X services.  

 

c. The proposed rule’s regulation of referrals is arbitrary and capricious, and not in 

accordance with law 

 

The proposed rule’s extensive, unjustified restrictions on a provider’s ability to refer a patient for 

care outside the Title X program are arbitrary and capricious, and dangerous for women’s health. 

 

The proposed rule would rescind the current requirement that Title X recipients must provide 

abortion referrals upon request, making abortion referrals optional even when a patient requests 

the information. The proposed rule would also ban all direct abortion referrals except in medical 

                                                           
110 116 CONG. REC. 39873 (1970) (At the time of passage, Title X’s legislative history explains in great detail the 

need for expanded family planning services for low-income individuals, citing to the “extreme shortage” of services 

for that population across the country. “This legislation is designed to make comprehensive, voluntary family 

planning services, and information relating thereto, readily available to all persons in the United States desiring such 

services. [. . .] The bill [. . . ] will enable us to make services more readily available to the more than 5 million poor 

and near-poor women who, for the most part, have not been given the opportunity to avail themselves of family 

planning services in order to exercise their right to determine the size and spacing of their families. [. . .] These new 

authorizations, when added to funds currently committed under title V, would make it possible to reach President 

Nixon's goal of serving all 5.4 million women in need within the next 5 years.”).  

111 S. Rep. No. 91-1004 (1970). 
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emergency, and imposes a complicated set of requirements surrounding referrals for pregnant 

people: 

 

If a patient who “clearly states that she has already decided to have an abortion” requests a 

referral for an abortion, a medical doctor may provide only a mixed list of “comprehensive 

health service providers” who provide prenatal care, some, but not all of which also offer 

abortion.112 The list may not identify which providers on the referral list offer abortion care.113 

To patients that do not explicitly request an abortion referral or have not made up their mind to 

have an abortion, providers may give only a list of prenatal care providers. At the same time, 

providers are required to refer all pregnant patients for “appropriate prenatal and/or social 

services,” and to “provide[] . . . information necessary to protect her health and the health of the 

unborn child until . . . the referral appointment is kept,” regardless of the patient’s wishes for 

information or referral.114 These requirements are arbitrary and capricious, and not in accordance 

with law.  

 

Congress has repeatedly made clear that any counseling under Title X must be nondirective. 

“Nondirective counseling,” as the proposed rule itself points out, is the provision of “information 

on all available options without promoting, advocating, or encouraging one option over 

another.”115 Yet, the proposed rule imposes a mandatory referral for prenatal care for all 

pregnant patients. Mandatory referrals for prenatal care are a direct violation of that principle—

especially when they must be made despite a patient’s wishes to the contrary. It is also a 

violation of the essential legal and ethical principle of voluntary, non-coercive care in all Title X 

services. 

 

The proposed rule also fails to explain how the prohibition on identifying the providers who also 

perform abortion advances the principle of nondirective counseling. If anything, requiring 

providers to withhold such information from patients is mis-directive and would cause patient 

confusion. A patient is likely to assume that her provider gives her accurate information. Even if 

the patient knew that the list is mixed, she would be forced to spend additional time and research 

to identify the relevant referral information, which is information that she should be able to 

obtain from her provider as a matter of right. Moreover, the NPRM proposes that a mixed list of 

referrals that includes providers offering abortion services may only be provided to a patient who 

“clearly states that she has already decided to have an abortion.” This is a highly subjective 

standard, and as such would be nearly impossible to implement consistently and fairly. 

 

The proposed rule’s requirement that providers give patients who are undecided only a list of 

prenatal care providers who do not perform abortions presents another clear violation of the 

requirement that counseling be nondirective. Allowing providers to give a mixed list that 

identifies both prenatal and abortion care providers to a patient who is still undecided would give 

                                                           
112 83 Fed. Reg. 25531 (June 1, 2018). 

113 Id. 

114 Id. 

115 Id. at 25512, fn.41.  
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the patient “information on all available options without promoting, advocating, or encouraging 

one option over another,”116 the very definition of nondirective counseling. Instead, the list 

intentionally steers undecided patients away from abortion, undercutting their agency and 

decision-making abilities. And the proposed rule does not even attempt to justify this violation of 

patients’ rights, as it provides no explanation as to how the new requirements would somehow 

enhance, rather than harm, the health of women. These requirements are arbitrary and capricious, 

and in violation of federal law requiring that counseling be nondirective. 

 

Additional aspects of the restrictions on abortion referrals are arbitrary and capricious. The 

NPRM proposes that only “a medical doctor” may provide a list of referrals that includes 

providers who also perform abortion. The proposed rule provides no data or justification for 

excluding non-physician medical staff who would be qualified to provide referral information, 

such as registered nurses or physician assistants. There is a nationwide shortage of physicians, 

especially OB/GYNs.117 Moreover, research shows that medical services paid for by public 

funding sources are disproportionately more likely to be provided by physician assistants and 

nurse practitioners than physicians, who are more likely to care for privately insured patients.118 

One reason for this disparity is likely that there is a proportionally higher distribution of 

physician assistants and nurse practitioners, with a lower distribution of physicians, in rural 

versus in urban areas.119 Rural areas, as they are typically underserved areas, are in turn a key 

target for Title X services. This provision could therefore effectively eliminate or substantially 

delay abortion referrals, and thus access, for a large portion of the Title X population.  

 

The proposed rule also claims that the existing requirement to refer for abortion care violates 

federal refusal laws and must be rescinded. But the Department cites to no court case or other 

evidence that would indicate that these requirements have been unable to coexist. That certain 

individuals or entities may be exempted from the requirement to provide care does not 

                                                           
116 Id.  

117 The United States faces a dangerous shortage of physicians, especially in rural areas. See, e.g., Sarah Mann, 

Research Shows Shortage of More than 100,000 Doctors by 2030, AMERICAN ASSOCIATION OF MEDICAL COLLEGES 

NEWS (Mar. 14, 2017), https://news.aamc.org/medical-education/article/new-aamc-research-reaffirms-looming-

physician-shor/; Kirk Siegler, Doctor Shortage In Rural Arizona Sparks Another Crisis In 'Forgotten America', NPR 

(July 14, 2017), https://www.npr.org/sections/health-shots/2017/07/14/535792864/doctor-shortage-in-rural-arizona-

sparks-another-crisis-in-forgotten-america (“the shortage, especially of primary care providers, has grown steadily 

worse in recent years. According to the National Rural Health Association, rural areas could be short 45,000 doctors 

by 2020.”); Annalisa Merelli, America is running out of OB/GYNs, QUARTZ (June 29, 2018), 

https://qz.com/1315458/the-link-between-medicaid-and-americas-shortage-of-ob-gyns/ (“Half the counties in the US 

don’t have any practicing OB-GYNs. The American College of Obstetricians and Gynecologists (ACOG) puts the 

current shortage at 6,000 to 9,000 OB-GYNs countrywide, a number it’s expecting to balloon to 22,000 by 2050.”).  

118 Joseph Benitez et al., Payment source and provider type in the US healthcare system, 28 JOURNAL OF THE 

AMERICAN ACADEMY OF PAS (2015), 

https://journals.lww.com/jaapa/fulltext/2015/03000/Payment_source_and_provider_type_in_the_US.8.aspx.  

119 See, e.g., 2016 Family Planning Annual Report (finding that in 2016, 3,550 full- time equivalent (FTE) clinical 

services providers (CSPs) delivered Title X-funded care. Nurse practitioners, certified nurse midwives, and 

physician assistants accounted for 71% of total CSP FTEs, followed by physicians (22%) and registered nurses with 

an expanded scope of practice (7%)); see also Joseph Benitez et al., Payment source and provider type in the US 

healthcare system, 28(3) JOURNAL OF THE AMERICAN ACADEMY OF PAS (March 2015), 

https://journals.lww.com/jaapa/fulltext/2015/03000/Payment_source_and_provider_type_in_the_US.8.aspx; 
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necessitate eliminating the requirement for others as well. Such a scheme would run contrary to 

the framework envisioned by federal refusal laws. These laws are premised on creating an 

exemption or opt-out for individuals, which presumes a system in which abortions are referred 

for or provided in the first place. The requirement to refer for abortion upon request was intended 

to ensure timely access to health care services. Eliminating the abortion referral requirement is 

arbitrary and capricious, and would be harmful for women.  

 

For the reasons described above, the changes to abortion referral requirements are arbitrary and 

capricious, and contrary to law, and therefore must be withdrawn.  

 

d. The proposed changes to the selection criteria are arbitrary and capricious, and 

would allow HHS to reshape the Title X network with unchecked discretion 

 

Under current grant applicant criteria, which have remained unchanged since they were first 

promulgated in 1971, reviewers must consider the following criteria for a proposed Title X 

project: 

 

(1) The number of patients, and, in particular, the number of low-income patients to be 

served; 

 

(2) The extent to which family planning services are needed locally; 

 

(3) The relative need of the applicant; 

 

(4) The capacity of the applicant to make rapid and effective use of the federal assistance; 

 

(5) The adequacy of the applicant’s facilities and staff; 

 

(6) The relative availability of non-federal resources within the community to be served 

and the degree to which those resources are committed to the project; and 

 

(7) The degree to which the project plan adequately provides for the requirements set 

forth in these [Title X] regulations.120 

 

By utilizing these criteria, the network of grantees and subrecipients has reliably delivered high-

quality services. Decades of experience in the program has given Title X participants a deep 

expertise in delivering family planning services to their communities, with proven results. The 

quality of the Title X program is undisputed.121 The revised criteria proposed by this rule would 

                                                           
120 42 C.F.R. § 59.7(a)(1-7). 

121 See, e.g., Kinsey Hasstedt, Title X: An Essential Investment, Now More than Ever, 16 GUTTMACHER POLICY 

REVIEW (2013), https://www.guttmacher.org/gpr/2013/09/title-x-essential-investment-now-more-ever; C.I. Fowler 

et al., Family Planning Annual Report: 2015 National Summary, RTI INTERNATIONAL (2015), 

https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2015.pdf; Kiersten Gillette-Pierce & Jamila Taylor, The 

Threat to Title X Family Planning: Why it Matters and What’s at Stake for Women, CENTER FOR AMERICAN 

PROGRESS (Feb. 9, 2017), https://www.americanprogress.org/issues/women/reports/2017/02/09/414773/the-threat-

to-title-x-family-planning/. 
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dilute the quality of providers within the network and make reproductive health specialists less 

competitive—all without any explanation of why new criteria are necessary or would improve 

the provision of care when the current criteria are already very successful in selecting quality 

providers.  

 

The proposed rule would radically change this time-tested assessment by reducing the number of 

criteria from seven to four criteria and adjusting the criteria to prioritize new and non-traditional 

efforts over proven techniques and experienced providers. The proposed rule eliminates the 

requirement that independent reviewers consider the adequacy of an applicant’s facilities and 

staff. By dropping this requirement, the proposed rule would allow lower-quality applicants, 

such as fake women’s health centers that do not employ licensed medical providers, to apply for 

funding, while reducing the competitiveness of applications from proven, high-quality providers. 

The Department gives no justification or rationale for eliminating a requirement that helps ensure 

quality care. Gone also is the requirement to consider the relative availability of non-federal 

resources within the community to be served and the degree to which those resources are 

committed to the project. 

 

The remaining criteria are modified to be internally inconsistent and more vague. For example, 

the proposed §59.7(c)(3) requires applicants to consider the “number of patients to be served,” 

while simultaneously requiring them to target areas that are more sparsely populated. The 

directive is unclear on how applicants should both maximize the number of patients they can 

reach and serve areas with fewer potential patients. Proposed section 59.7(c)(4) would link 

consideration of the extent to which family planning services are needed locally to the entirely 

unrelated criteria of how the applicant “proposes innovative ways to provide services to unserved 

or underserved patients.” Objective panel reviewers are given zero guidance on how to weigh 

each of the criterion’s requirements against each other to produce a score for the overall 

category.  

 

The criteria in proposed §59.7(2) would link consideration of the applicant’s capacity to “make 

rapid and effective use” of grant funds to their use “including and especially among a broad 

range of partners and diverse subrecipients . . . and among non-traditional Title X partnering 

organizations.” The Department provides no justification or rationale for why the Title X 

program, as a highly successful, effective and high-quality program, requires the introduction of 

new and inexperienced partners. The wording of the proposed provision also appears to require 

that projects must each year attempt to partner with new organizations that have not yet 

participated in the Title X program—an unworkable proposition that not only would greatly 

reduce the capacity and quality of the Title X network by shunning tried and true, high-capacity 

networks, but would also quickly become unimplementable because there are presumably not an 

unlimited number of providers new to Title X to partner with each year. The criterion provides 

no guidance to panel reviewers on how to weigh “rapid and effective use” of funds against the 

extent to which these funds are used among non-traditional Title X partnering organizations. The 

Department provides no basis to show that the promotion of nontraditional Title X partners 

would serve the purpose and text of the statute. By merging criteria and failing to articulate how 

a review board should apply them, the proposed rule exhibits a lack of transparency that could 

undermine the program’s integrity. 
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The proposed rule would also grant the Department unchecked discretion to dismiss applications 

before they even reach the objective review panel stage—before an application may even be 

evaluated based on the criteria for selection of grant recipients. Proposed Section 59.7(b) 

requires applicants to “clearly” address how their proposal would fulfill the regulation’s 

requirements in order to advance to the competitive review process. It also requires each 

applicant to describe how they will achieve “affirmative compliance with each provision.” These 

provisions allow for an inappropriately subjective compliance check prior to advancing 

applications to the objective review stage, and establishes a scheme that could be subject to 

abuse.  

 

In other words, only if HHS, using undisclosed criteria, deems an application to have sufficiently 

described their future compliance with the regulation would HHS permit the application to be 

assessed by objective reviewers. This renders an objective review board toothless, because HHS 

can preemptively withhold applications from their review. At the same time, HHS has also 

designated itself as the ultimate decisionmaker even after the review board makes its 

recommendations.122 The resulting scheme allows the Department to arbitrarily dismiss any 

applicant for any reason, both before and after the competitive review process. Such a system is 

arbitrary and capricious, and the proposed rule advances no justification for a scheme that allows 

the Department unchecked discretion.  

 

e. The proposed shift away from medically-approved family planning methods is 

arbitrary and capricious, and will reduce the quality of care provided 

 

The NPRM proposes arbitrary and capricious changes to the required range of family planning 

methods that would radically limit the options and quality of care available to low-income 

women under the Title X program. 

 

Currently, Title X projects are required to “[p]rovide a broad range of acceptable and effective 

medically approved family planning methods (including natural family planning methods) and 

services (including infertility services and services for adolescents).”123 The proposed rule would 

make two significant changes: (1) rescind the term “medically approved” from the requirement 

for “a broad range of acceptable and effective medically approved family planning methods;” 

and (2) add adoption as a family planning service. 

 

For over four decades, Title X regulations have required recipients to provide “medically 

approved” family planning methods.124 Providing no evidence to support their claim, the 

Department speculates that the phrase “may cause confusion about the type of family planning 

methods or services that a project may or should provide, and the type of approvals (if any) 

necessary before a Title X project can provide such method or service.”125 The Department fails 

to demonstrate that any project in the program’s several decades of including this requirement 

                                                           
122 See Office of the Assistant Secretary for Health, Office of Population Affairs, Announcement of Anticipated 

Availability of Funds for Family Planning Services Grants 44 (Feb. 2018).  

123 42 CFR § 59.5(a)(1). 

124 This requirement has been a part of Title X regulations since 1971. 36 Fed. Reg. 18466 (Sept. 15, 1971). 

125 83 Fed. Reg. 25515 (June 1, 2018). 
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has ever experienced confusion over the term. Instead, the Department appears to use 

“confusion” as a pretext to shift the program away from evidence-based medical services 

towards a program focused on disproven behavioral changes promoted by nonmedical, anti-

choice organizations.  

 

The proposed definition of “family planning” is a powerful indicator of this shift: 

 

Family planning means the voluntary process of identifying goals and developing 

a plan for the number and spacing of children and the means by which those goals 

may be achieved. These means include a broad range of acceptable and effective 

choices, which may range from choosing not to have sex to the use of other family 

planning methods and services to limit or enhance the likelihood of conception 

(including contraceptive methods and natural family planning or other fertility 

awareness-based methods) [. . .].126 

 

The shift towards abstinence-focused methods is especially troubling given recent research 

reaffirming that abstinence-only policies are ineffective and can even be harmful, especially for 

young people. According to an expert review, “considerable scientific evidence accumulated 

over the past 20 years has found that [abstinence-only] programs are not effective at preventing 

pregnancy or STIs, nor do they have a positive impact on age at first sexual intercourse, number 

of sexual partners or other behaviors.”127 

 

The addition of adoption as a Title X service offers yet another indication of the program’s shift 

away from evidence-based health services.128 The Department offers no justification for this 

addition, or how it would enhance the health of medically underserved low-income individuals in 

the Title X program. Combined with the rescission of the requirement for “medically approved” 

family planning methods, this opens the door for an entirely different and concerning “broad” 

range of services that could qualify as a Title X project: under the revised requirements, it is 

conceivable that a “broad range” of family planning methods could consist entirely of entities 

that provide abstinence-only education, natural family planning, and adoption, but none of the 

family planning drugs or devices most patients expect as options in a family planning visit. Not 

only does the proposed rule fail to provide a reason for this substantial shift in program 

requirements, but it is also contrary to the intent of the law, which sought to address the “extreme 

shortage” of health care services for low-income individuals and was “designed to make 

comprehensive, voluntary family planning services [and information] readily available” 

(emphasis added).129  

 

                                                           
126 83 Fed. Reg. 25529 (June 1, 2018). 

127 Guttmacher Institute, News Release: Abstinence-Only-Until-Marriage Programs Are Ineffective and Harmful to 

Young People, Expert Review Confirms (Aug. 22, 2017), https://www.guttmacher.org/news-

release/2017/abstinence-only-until-marriage-programs-are-ineffective-and-harmful-young-people. 

128 See 83 Fed. Reg. 25529 (June 1, 2018). 

129 S. Rep. No. 91-1004 (1970). 
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Finally, the Department clarifies that “conscience concerns may be taken into account when 

grantees or subrecipients determine which methods they will offer in the scope of their 

services.”130 This explicitly invites grantees to limit access to care based on religious or moral 

beliefs, contravening the intent and purpose of the underlying authorizing statute itself.  

 

The new requirements are arbitrary and capricious, and contravene the intent of the underlying 

statute. 

 

f. The proposed definition of “low-income family” is arbitrary and capricious, not in 

accordance with law, and contravenes the intent of both the Affordable Care Act and 

Title X  

 

Under interim final rules issued by HHS in October 2017 (currently under a nationwide 

injunction), employers with religious or moral objections to birth control may refuse to provide 

contraceptive coverage for their employees who would otherwise be eligible to receive this 

coverage copay-free under the Affordable Care Act (“ACA”).131 If these interim final rules go 

into effect, countless women could be unable to obtain copay-free coverage for their 

contraception. The Department makes a misguided attempt to fill the coverage gap it has created 

by including these women in the definition of “low-income family.” However, this attempt 

would not solve the problem created by the Department, and it is both arbitrary and capricious 

and contrary to law. 

 

Title X was designed to serve the low-income population of the United States, and requires by 

law that grantees certify that “priority will be given. . . to the furnishing of [family planning] 

services to persons from low-income families.”132 The Secretary is authorized to define “‘low-

income family’ in accordance with such criteria as he may prescribe so as to insure that 

economic status shall not be a deterrent to participation in the programs assisted in this title.”133 

(emphasis added). In giving this directive, Congress clearly outlined the bounds of the 

Secretary’s discretion in defining “low-income.” The proposed rule, however, would allow 

women who are denied birth control coverage, regardless of their economic status, to be 

considered low-income. This is plainly contrary to law.  

 

Moreover, the proposed definition of “low-income family” does not mandate that Title X 

grantees consider these women as eligible for Title X services, and thus would not guarantee that 

women can access contraceptive care through the program. The proposed rule states that  

 

                                                           
130 83 Fed. Reg. 25516 (June 1, 2018). 

131 Religious Exemptions and Accommodations for Coverage of Certain Preventive Services Under the Affordable 

Care Act, 82 Fed. Reg. 47792 et seq. (Oct. 13, 2017); Moral Exemptions and Accommodations for Coverage of 

Certain Preventive Services Under the Affordable Care Act, 82 Fed. Reg. 47656 et seq. (Oct. 13, 2017); enjoined by 

Pennsylvania v. Trump, 281 F. Supp. 3d 553 (2017) and California v. HHS, 281 F. Supp. 3d 806 (2017). 

132 42 U.S.C § 300a-4(c)(1). 

133 42 U.S.C § 300a-4(c). 
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[w]ith respect to contraceptive services, a woman can be considered from a ‘low-

income family’ if she has health insurance coverage through an employer which 

does not provide the contraceptive services sought by the woman because it has a 

sincerely held religious or moral objection to providing such coverage.134 

(emphasis added).  

 

Thus, Title X grantees have discretion to deny free or low-cost services to a woman who would 

not otherwise qualify for Title X services.  

 

Under current Title X guidelines, an individual qualifies for free services if they earn less than 

100% of the most recent Federal Poverty Guidelines, or are otherwise unable to pay for 

services.135 Individuals with an income above 100% of the Poverty Guidelines are charged 

discounted fees based on their incomes, up to 250% of the Poverty Guidelines.136 The proposed 

definition does not guarantee that women whose employers refuse to provide coverage, but 

would not otherwise qualify for Title X services would be eligible for free—or even low-cost—

contraceptive services. Because the addition of these women is optional, many clinics may 

default to only serving those of these women who are already within their sliding scale or qualify 

for free services—those who, private insurance or not, would already qualify for Title X 

services. Accordingly, this proposal fails to put these women on equal footing with those who 

have copay-free coverage under the ACA. In passing the Affordable Care Act, Congress 

understood and intended for cost-free contraception and family planning services to be included 

as an integral and essential part of women’s preventive care, 137 intending to improve women’s 

health care by providing “affordable family planning services” to “enable women and families to 

make informed decisions about when and how they become parents.”138 The Department’s half-

hearted attempt at accomplishing this here does not absolve it of its culpability for the 

                                                           
134 83 Fed. Reg. 25530 (June 1, 2018). 

135 Id. at 25529. 

136 See OPA Program Policy Notice: 2016-11, Title X Program Policy Notice 2 (Nov. 22, 2016), 

https://www.hhs.gov/opa/sites/default/files/Title-X-Program-Policy-Notice-Integrating-with-Primary-Care-

Providers.pdf.  

137 See 155 CONG. REC. S12026 (daily ed. Dec. 1, 2009) (statement of Sen. Boxer) (noting the importance of 

reforming the health care system to “[i]ncrease[] health insurance coverage for women,” and “require[] coverage of 

comprehensive reproductive health services.”); see also 77 CONG. REC. E1199-1200 (daily ed. May 19, 2009) 

(statement of former Rep. Moran) (noting an increase in women who no longer have money to pay for medical care 

and that “[t]hese women are literally choosing between a month of birth control and bus fare.”); Coverage of Certain 

Preventive Services Under the Affordable Care Act, 78 Fed. Reg. 39,887. Congress required that “all health plans 

cover comprehensive women’s preventive care and screenings . . . at little or no cost to women.” 155 CONG. REC. 

S12025 (daily ed. Dec. 1, 2009) (statement of Sen. Boxer); see also 155 CONG. REC. S12114 (daily ed. Dec. 2, 

2009) (statement of Sen. Feinstein) (“[Preventive care] may include mammograms, Pap smears, family planning, 

screenings to detect postpartum depression, and other annual women’s health screenings.”). 

138 155 CONG. REC. S12052 (daily ed. Dec. 1, 2009) (statement of Sen. Franken); see, e.g., 155 CONG. REC. S12671 

(daily ed. Dec. 8, 2009) (statement of Sen. Durbin) (“Today, there are 17 million women of reproductive age in 

America who are uninsured. This bill will expand health insurance coverage to the vast majority of them, which . . . 

will reduce unintended pregnancies and reduce abortions.”); 156 CONG. REC. H1893 (daily ed. Mar. 21, 2010) 

(statement of Rep. Kaptur) (“This legislation will help millions of women obtain health coverage and thus reduce 

abortion by enhancing broad coverage options for women’s and children’s health.”). 
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exemptions it carved out in the interim final rules. To the contrary, this attempt fails yet again to 

guarantee women’s access to the ACA’s contraceptive coverage benefit. 

 

Furthermore, the Title X program is not designed to absorb the needs of insured individuals who 

are at a higher income level. At its present funding levels, the Title X program is already starkly 

underfunded. To adequately serve the low-income uninsured and underinsured population, Title 

X requires an estimated funding level of $737 million.139 Title X is currently funded at only 

$286.5 million, less than 40% of what is needed.140 The proposed rule accurately notes that the 

number of Americans at or below the poverty level, and thus in need of Title X services, has 

increased.141 The impact of providing free or low-cost care to even a small percentage of women 

at higher income levels would put a significant strain on Title X, a program that is chronically 

underfunded even without this additional influx of patients. The shortage of reproductive health 

care providers, especially in rural areas, adds additional stress to the Title X system and means 

that many women may be unable to obtain services. As a result of this proposed rule, an 

additional number of health care providers may cease providing Title X services, creating a 

greater shortage and a bottleneck for patients to obtain services at all. The introduction of 

additional eligible patients would only exacerbate this shortage. This expanded definition would 

impose a burden on an already severely underfunded program and would divert resources and 

services intended for those most in need. 

 

The Center supports and advocates for copay-free contraceptive access for all, but the proposed 

definition does not advance this mission. Instead, it would divert services from those who need it 

most, and reduce the quality of care for newly eligible women who should, by right, have 

contraceptive coverage through the ACA. The Department makes no attempt to justify how the 

proposed definition is necessary or furthers the goals of the Title X statute. As a result, the 

proposed definition is not only bad policy, but also arbitrary and capricious, and not in 

accordance with law. The Department must withdraw the proposed rule and rescind the 

currently-enjoined Interim Final Rules on contraceptive coverage. 

 

g. The proposed rule violates the APA because it is not justified by underlying facts and 

data, and it fails to engage in an appropriate cost-benefit analysis 

 

The NPRM is arbitrary and capricious because it fails to adequately assess the costs imposed by 

this proposed rule by underestimating or omitting certain quantifiable costs and completely 

ignoring the significant additional costs that would result from delayed or denied care. The 

proposed rule also fails to demonstrate quantifiable benefits. Executive Order 13563 requires that 

before promulgating a rule each agency make a “reasoned determination that its benefits justify 

its costs.”142 The Order also requires each agency “to use the best available techniques to 

                                                           
139 Euna M. August et al., Projecting the Unmet Need and Costs for Contraception Services After the Affordable 

Care Act, 106 AM. J. PUBLIC HEALTH 334 (Feb. 2016), https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4985850/.  

140 National Family Planning & Reproductive Health Association, Title X Budget & Appropriations, 

https://www.nationalfamilyplanning.org/title-x_budget-appropriations.  

141 83 Fed. Reg. 25508 (June 1, 2018). 

142 Exec. Order No. 13563, 76 Fed. Reg. 3821 at Sec. 1(b) (Jan. 18, 2011). 
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quantify anticipated present and future benefits and costs as accurately as possible.”143 Despite 

these well-established requirements, HHS has failed to conduct a reasoned cost-benefit analysis 

for this proposed rule, omitting substantial and obvious costs from its analysis. 

 

First, the NPRM provides no basis for its extremely low estimate of the cost of compliance with 

physical separation requirements. The proposed rule estimates that the first-year compliance cost 

per service site would average $20,000, at a program-wide cost of $24.38 million.144 The rule’s 

proposed physical separation requirements grant the Secretary discretion to determine whether a 

grantee is in compliance, based on a series of factors that include whether the grantee has 

separate waiting rooms, entrances and exits, personnel, work stations, health record systems, 

websites, accounting records, and signage. Presumably, a grantee would be required to fulfill 

several of these options in order to be considered in compliance. However, the Department 

provides no guidance as to which factors it considered to make this estimate. Many of these 

factors—particularly those that most obviously indicate physical separation, such as separate 

staff, separate entrances and exits, and separate health record systems—are extremely costly. 

Indeed, even hiring one additional full-time staff member would easily outstrip the Department’s 

estimated cost of $20,000, yet presumably be insufficient on its own to demonstrate compliance. 

The cost of implementing an additional electronic health record system would cost tens of 

thousands, if not hundreds of thousands of dollars for large practices—in addition to the monthly 

maintenance costs each system incurs.145 Physical alterations to the building layout—such as 

creating additional waiting rooms or additional entrances and exits—can also run thousands of 

dollars. The proposed rule appears to ignore these and other significant costs entirely.  

 

Because the proposed rule gives the Secretary complete discretion on how to weigh the proposed 

factors to determine compliance, and because critical funding is at stake, grantees likely would 

feel compelled to undergo a complete physical separation. Nonetheless, the Department fails to 

consider the full cost of a complete physical separation—information it had readily available 

from the comments to the 1988 rulemaking. Commenters noted that there would be a substantial 

cost in duplicating facilities, personnel, etc., which would result in an increase in operating costs 

for both facilities, that would “render Title X funds uneconomic to accept” with the practical 

effect of barring them from the program.146 Commenters noted that the impact would fall 

“particularly severely on rural areas, where existing resources are scarce and where distance is a 

                                                           
143 Exec. Order No. 13563, 76 Fed. Reg. 3821 at Sec. 1(c) (Jan. 18, 2011). 

144 The real-life cost of implementing electronic health records (EHRs) in an average five-physician primary care 

practice, operating within a large physician network committed to network-wide implementation of electronic health 

records, is about $162,000 with an additional $85,500 in maintenance expenses during the first year. [. . .] The cost 

of implementing the EHR system was $32,409 per physician through the first 60 days after system launch[ . . .]. 

One-time hardware costs were $25,000 per practice for Internet switches, cables, and wireless Internet 

connections—plus approximately $7,000 per physician for personal computers, printers, and scanners. Software and 

maintenance costs (which began at implementation) came to approximately $17,100 per physician annually. 83 Fed. 

Reg. 25525 (June 1, 2018). 

145 See Neil S. Fleming et al., The Financial and Nonfinancial Costs of Implementing Electronic Health Records in 

Primary Care Practices, 30 HEALTH AFFAIRS (Mar. 2011), https://doi.org/10.1377/hlthaff.2010.0768. 

146 53 Fed. Reg. 2938-39 (Feb. 2, 1988). 
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major barrier to service.”147 At the time, commenters submitted estimates of the cost of 

complying with the physical separation at up to $150 million for the program in total. Due to 

inflation and the rise in prices since complete separation was last proposed, the cost today would 

likely be substantially higher—and a far cry from the proposed rule’s estimate of $24.38 million. 

These costs will be more than many Title X projects can bear, on top of the NPRM’s new 

restrictions on spending for infrastructure, and will undoubtedly lead to some providers leaving 

Title X for economic reasons alone and, as a result, lay off staff, reduce hours, or close their 

doors altogether. 

 

Second, the proposed rule fails to quantify the full range of administrative compliance costs it 

would impose on Title X grantees. For example, with regard to the required documentation of 

compliance requirements, the proposed rule considers time spent in recording the required 

information. However, the proposed rule fails to acknowledge that compliance would require 

changes to electronic medical systems and additional time in training and management that far 

exceed the limited costs estimated in the NPRM. Further, the inclusion of women into the Title X 

program who are privately insured, but whose employers or insurers deny them contraceptive 

coverage, adds an additional administrative burden. Title X is set up to provide free 

contraceptive coverage to individuals who earn less than 100% of the Federal Poverty 

Guidelines, and sliding scale costs to those who are between 100%-250% of the Federal Poverty 

Guidelines. To offer free or low-cost contraceptive services to women who would not qualify for 

the program based on their income, grantees would need to create a modified pay scale for 

contraceptive services for these women. Finally, there is also an administrative cost associated 

with the proposed rule’s mandatory referrals for prenatal care for all pregnant people. The rule 

requires providers to give referrals even against a woman’s wishes, wasting valuable staff time 

and resources. 

 

Third, the proposed rule entirely disregards the enormous costs it would impose on women’s 

health care and their economic security. For example, the nonpartisan Congressional Budget 

Office has estimated that if Planned Parenthood exits the program, fifteen percent of low-income 

people in rural or underserved areas would lose access to care, and has projected several 

thousand additional births in the Medicaid program in the following year.148 The proposed rule 

would also force women to bear the cost of mandatory prenatal referrals they do not want or 

need, possibly requiring them to pay fees for canceling or skipping unwanted appointments. 

Women would likely also experience a greater number of service denials by newly eligible 

religious entities that refuse to provide referral information for contraception or abortion at all, or 

refuse to counsel on contraception or abortion. For patients who obtain care with sliding scale 

fees, health care costs would increase substantially, including for cancer screenings, birth control 

and STI testing as clinics increase their fees to compensate for the immense compliance costs the 

proposed rule would impose.  

 

Even where providers would like to provide the prevailing standard of care, the rule would 

prohibit them from providing comprehensive options and referral information, resulting in 

                                                           
147 Id. at 2939.  

148 Paul J. Weber, Get by without Planned Parenthood? One Texas effort stumbles, ASSOCIATED PRESS (Mar. 14, 

2017), https://apnews.com/f7645d59944d47228f2eb195a35a19a4. 
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additional costs because of service delays and, for some women, unavailability of needed care. 

As discussed in detail above, the proposed rule’s ban on referrals could force women seeking an 

abortion to spend additional time researching whether providers on the list perform abortions. In 

the worst-case scenario, a woman may trust her provider’s referral list as an accurate list of 

abortion providers, and end up paying co-pays to see a provider who turns out not to perform 

abortions.  

 

Well-documented research shows the significant health care costs women experience when care 

is delayed or denied.149 Service denials result in delays for patients, who must then spend 

additional time and resources searching for a willing provider. Delays also have the effect of 

increasing the overall cost of an abortion. The average first-trimester abortion costs $470; the 

cost increases with each additional week in the second trimester, for example, the average cost 

for an abortion at 20 weeks is $1500.150 Delays raise not just the cost of the procedure, but also 

incidental costs such as additional and farther travel to access a clinic, including related expenses 

such as lost wages and childcare. As a result, health care denials that result in a delay in care can 

significantly drive up the cost of care for a woman seeking an abortion. 

 

Cutting off access to abortion care can also have severe economic consequences. Recent research 

found that women who were denied a wanted abortion had higher odds of being in poverty six 

months after denial than did women who received abortions, and that women denied abortions 

were also more likely to be in poverty for four years following denial of abortion.151 A clear 

consequence of this proposed rule is that many women seeking an abortion may be unable to 

obtain care or may experience significant, costly delays in obtaining care.  

 

The Department makes no attempt to quantify—and in fact does not even acknowledge—these 

broader medical, social, and economic costs imposed by the proposed rule. HHS’s priorities are 

clear: to defund grantees who separately also provide abortion care, no matter the consequence. 

The NPRM’s failure to properly consider the very real and severe costs to women that could 

result from this regulatory proposal, while completely failing to articulate any quantifiable 

benefit, constitutes arbitrary and capricious rulemaking, and therefore the proposed rule should 

be withdrawn in its entirety. 

 

 

                                                           
149 See, e.g., National Women’s Law Center, When health care providers refuse: The impact on patients of 

providers’ religious and moral objections to give medical care, information or referrals (Apr. 2009), 

https://www.nwlc.org/wp-content/uploads/2015/08/April2009RefusalFactsheet.pdf.  

150 Guttmacher Institute, News Release: Second-Trimester Abortions Concentrated Among Certain Groups of 

Women (Dec. 16, 2011), https://www.guttmacher.org/news-release/2011/second-trimester-abortions-concentrated-

among-certain-groups-women.  

151 Diana Greene Foster et al., Socioeconomic Outcomes of Women Who Receive and Women Who Are Denied 

Wanted Abortions in the United States, 108 AM. J. PUB. HEALTH 407 (2018), 

https://ajph.aphapublications.org/doi/pdf/10.2105/AJPH.2017.304247.  
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V. Gag rules that prevent providers from giving pertinent health information are 

never in the best interest of the patient, and are uniformly opposed by medical 

professionals 

 

Medical professionals and patient advocates know that preventing providers from giving patients 

honest and comprehensive health information is never in the best interest of the patient. Even the 

Supreme Court has acknowledged the importance of a health care provider’s ability to counsel to 

their best medical judgment: “‘Doctors help patients make deeply personal decisions, and their 

candor is crucial.’ Throughout history, governments have ‘manipulat[ed] the content of doctor-

patient discourse’ to increase state power and suppress minorities.”152 Pertinently, the Court has 

observed that as with other kinds of speech, regulating the content of professionals’ speech 

“pose[s] the inherent risk that the Government seeks not to advance a legitimate regulatory goal, 

but to suppress unpopular ideas or information”153 History has shown that when providers are 

subject to gag rules, patients are harmed.154 

 

Nowhere is this more evident, nor more relevant to the present issue, than in the case of the 

“global gag rule.” Recently reinstated and expanded by the Trump administration, the rule 

prohibits nongovernmental organizations that receive U.S. global health assistance funds from 

using this money or any of their own funds from any other sources to perform or actively 

promote abortion as a “method of family planning.”155 Similar to this proposed rule, the global 

gag rule prohibits providing referrals and counselling for abortion as “a method of family 

planning” and advocacy to make abortion safe and legal as “a method of family planning.”156 A 

2011 study of the previous iteration of the global gag rule found that abortion rates increased 

across twenty African countries during the duration of the policy, even when controlled for a 

variety of potential confounding factors.157 The former Ghanaian minister of health noted that the 

policy “results in more unwanted pregnancies, more unsafe abortions, and more deaths of 

women and girls. We who have seen those effects first-hand can no longer tolerate silence about 

                                                           
152 NIFLA v. Becerra, 138 S. Ct. 2361, 2374 (2018) (citing Wollschlaeger v. Governor of Florida, 848 F.3d 1293, 

1328 (2017) (en banc) (W. Pryor, J. concurring)). 

153 NIFLA v. Becerra, 138 S. Ct. 2361 (2018) (citing Turner Broadcasting Systems, Inc. v. FCC, 512 U.S. 622, 641 

(1994)).  

154 See, e.g., National Partnership for Women & Families, National Physicians Alliance, Natural Resources Defense 

Council & Law Center to Prevent Gun Violence, Politics in the Exam Room: A Growing Threat (Oct. 2015), 

http://www.nationalpartnership.org/research-library/repro/politics-in-the-exam-room-a-growing-threat.pdf.  

155 Center for Reproductive Rights, Factsheet: The Global Gag Rule and Human Rights (Jan. 2018), 

https://www.reproductiverights.org/sites/crr.civicactions.net/files/documents/GLP-GGR-FS-0118-Web.pdf.  

156 Id. 

157 Eran Bendavid et al., United States Aid Policy and Induced Abortions in Sub-Saharan Africa, 89 BULLETIN OF 

THE WORLD HEALTH ORGANIZATION 873-80 (2011), http://www.who.int/bulletin/volumes/89/12/11-091660/en/ 

(The study controlled for variables such as fixed effects related to the country and the year of reporting, the 

women’s place of residence and educational level, the use of modern contraceptives, and the receipt of funding for 

family planning activities from sources outside the United States.). 
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[its] tragic effects.”158 The global gag rule is a clear example of how restrictions on abortion 

counseling and referrals harm women.    

 

State-level gag rules relating to gun safety, oil fracking and pharmacists have been consistently 

condemned by leading medical entities and organizations. For example, across the country, states 

have adopted gag rules that prohibit health care providers from providing comprehensive 

counseling on gun safety—even though such counseling is a standard practice for pediatricians 

and family physicians and despite overwhelming evidence demonstrating the effectiveness of 

gun safety counseling.159 Such counseling is recommended by major medical societies such as 

the American Medical Association, American Academy of Pediatrics, American Academy of 

Family Physicians and American College of Physicians.160 Moreover, the Department itself has 

come out in opposition to gag rules. In the context of pharmacist gag rules, the Department 

vowed that they would end gag clauses and “are committed to empowering patients with the 

information they need to make informed decisions about their care.”161 We agree that HHS 

should end gag clauses and allow informed decision-making for all patients, including pregnant 

people.  

 

There is a consensus among the medical community that the proposed rule would violate medical 

ethics and be harmful for patients. Over 110 organizations—among them the American 

Psychological Association, the American Sexual Health Association, the HIV Medical 

Association, the National Hispanic Medical Association, and Physicians for Reproductive 

Health—recently co-signed a letter urging HHS to “reject calls for any iteration of the domestic 

gag rule,” stating that “professional medical organizations…underscore informed consent as a 

cornerstone of medical care.”162 This stance is reflected in various associations’ Code of Ethics, 

                                                           
158 See Ipas, African health leaders, lawyers, women’s advocates call for action to save women’s lives from unsafe 

abortion (Mar. 17, 2003), https://www.pambazuka.org/gender-minorities/africa-call-save-womens-lives-unsafe-

abortion. 

159 See, e.g., Teresa L. Albright & Sandra K. Burge, Improving Firearm Storage Habits: Impact of Brief Office 

Counseling by Family Physicians, 16 JOURNAL OF THE AMERICAN BOARD OF FAMILY PRACTICE 40 (2003) (finding 

that 64 percent of individuals who received verbal firearm storage safety counseling from their doctors improved 

their gun storage practices.).  

160 Law Center to Prevent Gun Violence, Eleventh Circuit Upholds Florida Law Preventing Doctors from Asking 

About Gun Ownership (July 21, 2014), http://smartgunlaws.org/eleventh-circuit-upholds-florida-law-preventing-

doctors-from-asking-about-ownership-2.  

161 See, e.g., Department of Health & Human Services, Centers for Medicare & Medicaid Services, Unacceptable 

Pharmacy Gag Clauses (May 17, 2018), https://www.cms.gov/Newsroom/MediaReleaseDatabase/Press-

releases/Other-Content-Types/2018-05-17.pdf (discussing eliminating gag clauses to ensure that patients receive full 

information from their healthcare providers to make informed decisions); see also Department of Health and Human 

Services, Remarks on Drug Pricing Blueprint (May 14, 2018), 

https://www.hhs.gov/about/leadership/secretary/speeches/2018-speeches/remarks-on-drug-pricing-blueprint.html; 

83 Fed. Reg. 22695, 22699 (May 16, 2018).  

162 American Humanist Association, AHA Joins Over 110 Orgs Urging HHS Not to Reinstate “Domestic Gag Rule” 

(May 21, 2018), https://americanhumanist.org/featured/aha-joins-110-orgs-urging-hhs-not-reinstate-domestic-gag-

rule; see also Molly Walker, Groups believe Trump administration will soon impose new Title X restrictions, 

MEDPAGE TODAY (May 4, 2018), https://www.medpagetoday.com/obgyn/generalobgyn/72714. The American 

College of Obstetricians and Gynecologists and the American College of Physicians, which together represent more 
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which set the standard for medical professionals across the country. For example, the American 

Medical Association’s Code of Ethics unambiguously states that “withholding information 

without the patient’s knowledge or consent is ethically unacceptable.”163 The American Nurses 

Association’s code of ethics similarly asserts that “patients have the moral and legal right to [. . .] 

be given accurate, complete and understandable information in a manner that facilitates an 

informed decision,”164 (emphasis added). The American College of Physicians declares that even 

when a certain medical option may conflict with a provider’s religious or ethical beliefs, “the 

physician has a duty to inform the patient about care options and alternatives, or refer the patient 

for such information, so that the patient’s rights are not constrained.”165 The verdict is 

unanimous: Patients have the right to full and honest medical information, and providers have an 

obligation to present it. 

 

Gag rules also undermine fundamental human rights. For example, the right to health 

encompasses the right to sexual and reproductive health.166 States have an obligation to 

guarantee available, accessible, and good quality reproductive health information, services, 

goods, and facilities for all women and girls, free from discrimination, violence and coercion.167 

The proposed gag on providers with regards to abortion counseling and referral inhibits the 

realization of the right to health by creating a chilling effect on access to all sexual and 

reproductive health services, in addition to the direct health impacts of denying access to safe 

and legal abortion. The policy also undermines the right to information by censoring health care 

providers from informing patients of all their options related to abortion.168 Human rights treaty 

monitoring bodies have consistently recognized that the denial of abortion information and 

services profoundly affects women’s lives and health and hinders the fulfillment of a range of 

civil, political, economic, and social rights.169 Governments have an obligation to ensure that 

information on sexual and reproductive health provided to women and girls both in and out of 

                                                           
than 200,000 physicians across the U.S., have jointly expressed concern that imposing a gag rule “move[s] away 

from science-based principles and erode[s] standard of care by interfering in the patient/provider relationship.” Id.  

163 American Medical Association, Withholding Information From Patients, https://www.ama-assn.org/delivering-

care/withholding-information-patients.  

164 American Nurses Association, Code of Ethics for Nurses with Interpretive Statements, Section 1.4 (2015), 

https://www.nursingworld.org/practice-policy/nursing-excellence/ethics/code-of-ethics-for-nurses/coe-view-only/.  

165 American College of Physicians, Ethics Manual (6th Ed. 2012), https://www.acponline.org/clinical-

information/ethics-and-professionalism/acp-ethics-manual-sixth-edition/acp-ethics-manual-sixth-edition#informed.  

166 See ESCR Committee, General Comment No. 14: The Right to the Highest Attainable Standard of Health (art. 

12), para. 8, U.N. Doc. E/C.12/2000/4 (2000) [hereinafter ESCR Committee, Gen. Comment No. 14]; ESCR 

Committee, Gen. Comment No. 22, on the right to sexual and reproductive health (article 12 of the International 

Covenant on Economic, Social and Cultural Rights), para. 28, U.N. Doc. E/C.12/GC/22 (2016) [hereinafter ESCR 

Committee, Gen. Comment No. 22].  

167 See ESCR Committee, Gen. Comment No. 14, para. 12; ESCR Committee, Gen. Comment No. 22, paras. 62-63; 

CEDAW Committee, Gen. Recommendation No. 24, Article 12 of the Convention (Women and Health), para. 2, 

U.N. Doc. A/54/38/Rev.1, chap. I (1999). 

168 See ESCR Committee, Gen. Comment No. 22, para. 41. Safe abortion services are primary health care procedures 

that can be provided early on by a range of providers. 

169 ESCR Committee, Gen. Comment No. 22, paras. 13, 18, 28 & 49.  
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health care settings—in public and to individuals—is complete and accurate and that information 

is not censored or withheld.170  

 

VI. The proposed rule contravenes the mission of HHS 

 

By its own statement, HHS’ mission is to “enhance and protect the health and well-being of all 

Americans [. . . ] providing for effective health and human services.”171 But the proposed rule 

does not make even a feeble attempt at addressing how the rule would preserve, much less 

enhance, the health of patients. HHS appears far more concerned with ensuring that those who 

call themselves health care providers but refuse to provide care or referrals are permitted to 

participate in the program, than ensuring that Title X’s target population is able to access care. 

HHS’s failure to ensure that above all, patients receive the care they require indicates that the 

proposed rule is driven by ideology, instead of HHS’ stated mission to enhance the health of all 

Americans. 

 

VII. The proposed regulation is unconstitutional 

 

a. The proposed rule violates the First Amendment 

 

The proposed rule imposes unconstitutional conditions on the freedom of speech of Title X 

grantees. The government is prohibited from using a funding condition to burden a fundamental 

right, e.g. from “doing indirectly what it cannot do directly.”172 The proposed rule goes beyond 

limiting speech within the Title X program. In fact, the practical effect of the proposed rule’s 

counseling and referral requirements would actually be to prevent doctors and clinics who 

receive Title X funds from engaging in the prohibited speech at all. Because Title X clinics are 

the only place where providers can counsel the large number of Title X patients for whom Title 

X services are their usual or only source of care,173 the proposed rule’s counseling and referral 

requirements effectively “force the Title X grantee to give up abortion-related speech”174 and as 

such are impermissible under the First Amendment. 

 

Alternatively, even assuming arguendo that the government, under some circumstances, can 

place limits on private speakers to control information pertaining to the government’s own 

                                                           
170 Id., para. 41.  

171 U.S. Department of Health and Human Services, About HHS, https://www.hhs.gov/about/index.html. 

172 Peter A. Clodfelter & Edward J. Sullivan, Substantive Due Process Through the Just Compensation Clause: 

Understanding Koontz’s “Special Application” of the Doctrine of Unconstitutional Conditions by Tracing the 

Doctrine’s History, 46 URB. LAW 569, 570 (2014); see also Koontz v. St. Johns River Water Mgmt. Dist., 133 S. Ct. 

2586, 2594 (2013) (the doctrine “vindicates the Constitution’s enumerated rights by preventing the government from 

coercing people into giving them up.”). 

173 In a nationally representative 2016 survey, six in ten Title X patients reported that a Title X-supported health care 

center was their only source of care in that year. See Megan L. Kavanaugh et. al, Use of Health Insurance Among 

Clients Seeking Contraceptive Services at Title X–Funded Facilities in 2016, 50 PERSPECTIVES ON SEXUAL AND 

REPRODUCTIVE HEALTH (2018), https://onlinelibrary.wiley.com/doi/epdf/10.1363/psrh.12061.  

174 Rust v. Sullivan, 500 U.S. at 196. 
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programs, the proposed rule nonetheless violates the First Amendment because it intrudes on the 

free expression that is key to the patient-provider relationship. The Supreme Court recently 

clarified that the patient-provider relationship is unique because “[d]octors help patients make 

deeply personal decisions, and their candor is crucial”175 and “in the fields of medicine and 

public health, [. . . ] information can save lives." 176 Indeed, in the medical community it is 

universally acknowledged that “withholding information without the patient’s knowledge or 

consent is ethically unacceptable,” and accordingly medical ethics require medical professionals 

to provide comprehensive counseling on their health care options.177 Based on this current 

understanding, it is clear that the patient-provider relationship is among the “traditional sphere[s] 

of free expression [that are] so fundamental to the functioning of our society that the 

Government’s ability to control speech within that sphere by means of conditions attached to the 

expenditure of Government funds is restricted by the [limits] of the First Amendment.”178 And 

this reasoning clearly applies to Title X providers, just like any other doctors from whom patients 

expect comprehensive medical advice in situations where “candor is crucial,” including 

complete, transparent information about their health care options. Indeed, this is especially true 

with respect to Title X providers, since a large number of women use Title X clinics as their 

primary or only health care providers. The proposed rule would infringe upon this traditional 

sphere of free expression inherent in the patient-provider relationship, exceeding the 

government’s power to place limits on the free speech of private actors.  

 

b. The proposed rule is unconstitutionally vague  

 

Laws that regulate persons or entities must give fair notice of conduct that is forbidden or 

required.179 The proposed rule fails to give such notice, and as such is unconstitutionally vague.  

                                                           
175 NIFLA v. Becerra, 138 S. Ct. 2361, 2374 (2018) (quoting Wollschlaeger v. Governor of Florida, 848 F.3d 1293, 

1328 (11th Cir. 2017) (en banc)). 

176 NIFLA v. Becerra, 138 S. Ct. 2361, 2366 (2018) (quoting Sorrell v. IMS Health Inc., 564 U.S. 552, 566, 131 S. 

Ct. 2653, 180 L. Ed. 2d 544).  

177 The American Medical Association code of ethics states that “withholding information without the patient’s 

knowledge or consent is ethically unacceptable.” See American Medical Association, Withholding Information From 

Patients, https://www.ama-assn.org/delivering-care/withholding-information-patients; The American College of 

Obstetricians and Gynecologists recommends that all patients “should be counseled about [their] options: continuing 

the pregnancy to term and raising the infant, continuing the pregnancy to term and placing the infant for legal 

adoption, or terminating the pregnancy.” See Kinsey Hasstedt, Unbiased Information on and Referral for All 

Pregnancy Options Are Essential to Informed Consent in Reproductive Health Care, 21 GUTTMACHER POLICY 

REVIEW (2018), https://www.guttmacher.org/gpr/2018/01/unbiased-information-and-referral-all-pregnancy-options-

are-essential-informed-consent.  

178 Rust v. Sullivan, 500 U.S. at 199. 

179 See, e.g., Connally v. General Constr. Co., 269 U.S. 385, 391, 46 S.Ct. 126, 70 L.Ed. 322 (1926) (“[A] statute 

which either forbids or requires the doing of an act in terms so vague that men of common intelligence must 

necessarily guess at its meaning and differ as to its application, violates the first essential of due process of law”); 

Papachristou v. Jacksonville, 405 U.S. 156, 162(1972) (“Living under a rule of law entails various suppositions, one 

of which is that ‘[all persons] are entitled to be informed as to what the State commands or forbids’” (quoting 

Lanzetta v. New Jersey, 306 U.S. 451, 453 (1939) (alteration in original)). This requirement of clarity in regulation 

is essential to the protections provided by the Due Process Clause of the Fifth Amendment. See United States v. 

Williams, 553 U.S. 285, 304 (2008). 
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The proposed rule’s nondirective counseling and referral requirements are vague and 

inconsistent. A number of conflicting statements in the proposed rule create confusion. For 

example, the preamble to the NPRM states that “a doctor, though not required to do so, would be 

permitted to provide nondirective counseling on abortion,”180 but the regulatory text prohibits 

providers from “present[ing]” abortion as a family planning method. The proposed rule fails to 

define “present” to clarify how to distinguish it from “counseling.” As a result, the counseling 

requirements are too vague to provide guidance as to what counseling activities are permitted. 

The proposed rule also states that “[r]eferrals for abortion are, by definition, directive,” but 

simultaneously requires prenatal care referrals for  all patients. Thus, there appears to be no 

consistent understanding by the agency as to what “nondirective” means, and how it would be 

applied to abortion counseling and referral under the proposed rule.  

 

The proposed maintenance of physical and financial separation is also unduly vague. All 

evidence points toward the unworkability of these rules—as the Department acknowledged when 

it rescinded virtually identical rules in the past: “[T]he practical difficulty of drawing lines in this 

area, both as experienced prior to 1988 and as evident in the history of the gag rule itself, 

suggests that this legal interpretation is not likely ever to result in an enforceable compliance 

policy that is consistent with the efficient and cost-effective delivery of family planning 

services.”181 The proposed rule advances a number of factors the Secretary may consider in 

determining whether an organization has sufficiently separated Title X from abortion activities. 

But as the Department has recognized, regarding the near-identical factors advanced in 1988, 

“the fundamental measure of compliance under that section remained ambiguous.”182 Because 

the rule grants unchecked discretion to the Secretary as to how to weigh the factors presented, it 

fails to provide sufficient guidance as to what reasonably would be considered sufficient physical 

and financial separation. As such, the rule is unconstitutionally vague. 

 

c. The proposed rule violates the Fourteenth Amendment Due Process Clause because it 

is an undue burden on women’s access to abortion  

 

The proposed rule burdens access to abortion by requiring physicians to obstruct their patients’ 

ability to identify an abortion provider among the list of health care providers the physician may 

distribute when a patient requests an abortion referral. The proposed rule makes clear that the list 

may not identify which providers perform abortions, ensuring patients would expend time and 

scarce resources—and likely encounter delays—as a result of receiving the list. The real-world 

effects are predictable: low-income patients and those living in rural areas would expend their 

already limited time and resources contacting health care providers that do not provide abortion 

care. Combined with the ban on “presenting” abortion as an option, this would require physicians 

to obstruct their patient’s access to information about abortion, and then intentionally delay that 

care regardless of the patient’s wishes, simply because the patient is low-income and sought care 

at a Title X facility. Such a restriction, especially when operated in conjunction with the physical 

                                                           
180 83 Fed. Reg. 25518 (June 1, 2018). 

181 65 Fed. Reg. 41276 (July 3, 2000). 

182 Id.  
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separation requirements, would present an undue burden for a woman’s right to access abortion 

care. 

 

If providers who also perform abortion are forced to separate their shared facilities, the burden 

on patients would be substantial. The physical separation requirements likely will cause a 

number of providers to stop providing abortion altogether. Unlike thirty years ago, when Rust v. 

Sullivan upheld similar separation requirements, providers today have built their medical 

practices in reliance on the longstanding policy allowing shared facilities. Since it will be 

extremely difficult, and in some cases impossible, to separate facilities without going bankrupt, 

some providers will stop performing abortion care rather than go out of business altogether. A 

significant reduction in providers who also offer abortion would place a substantial burden on 

patients seeking abortion care, particularly because the overall number of abortion clinics already 

has significantly declined since Rust was decided. As of 2014, eighty-nine percent of counties in 

the United States did not have a single abortion clinic.183 In several states, only one clinic offers 

abortion care.184 

 

d. The proposed rule violates the Equal Protection Guarantee of the Fifth Amendment 

by discriminating between pregnant women seeking abortion services and those 

seeking prenatal care 

 

The proposed rule defines “family planning” to exclude all “post-conception care (including 

obstetric or prenatal care) or abortion as a method of family planning.”185 And the NPRM 

repeatedly acknowledges that “Title X projects do not themselves provide post-conception 

care.”186 Yet, the proposed rule requires that pregnant women be referred outside of the Title X 

project for prenatal care, but prohibits (or in a narrow set of circumstances severely restricts) 

referral for abortion services. In other words, both prenatal care and abortion services fall outside 

the ambit of the Title X program. Yet, only women seeking abortion services are singled out, 

stigmatized, and denied the assistance they need as a result of the proposed rule. 

 

Under an equal protection analysis, the question is not whether the government has a duty to 

provide abortion access. Rather, the issue is that, once the government enters the family-planning 

business (defined as only pre-conception care), and once it allows that business to provide 

counseling and referrals for post-conception treatment related to pregnancy outside the program, 

the government cannot then discriminate between two classes of women in need of post-

conception services, neither of whose condition is subsidized or covered by the program (for 

example, patients seeking to carry to term versus patients seeking abortion). 

 

Among other things, the ban on referrals disrupts the continuum of care and puts an undue 

burden on women, who must expend additional time and money in order to obtain the care they 

                                                           
183 Rachel K. Jones & Jenna Jerman, Abortion incidence and service availability in the United States, 2014, 49(1) 

PERSPECTIVES ON SEXUAL AND REPRODUCTIVE HEALTH 17–27 (Mar. 2017). 

184 Allison McCann, The Last Clinics, VICE NEWS (May 23, 2017), https://news.vice.com/story/last-clinics-seven-

states-one-abortion-clinic-left.  

185 83 Fed. Reg. 25513 (June 1, 2018). 

186 Id. at 25518.  
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need—if they are able to obtain care at all. Whereas, under longstanding regulations, Title X 

clinics could streamline the process for their patients by providing direct referral information 

about abortion providers outside the Title X program, a woman now would have to research 

where to access an abortion on her own. As described in detail above, the additional burden of 

locating a willing provider, the delays inherent in the research and appointment-making process 

and the potentially added cost of a delay can have harmful health consequences for a pregnant 

woman that are the result of unequal treatment. The proposed rule violates the constitutional 

guarantee of equal protection and must be withdrawn. 

 

I. Conclusion 

 

In conclusion, we strongly oppose this proposed rule. For all the reasons stated above, we urge 

HHS to withdraw this regulation in its entirety. Thank you for the opportunity to comment.  

 

Sincerely,  

 

The Center for Reproductive Rights  
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July 26, 2018 

Alex Azar, Secretary of Health and Human Services 
Attention: Family Planning 
U,S. Department of Health and Hurnan Services 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 

Valerie Huber, Senior Policy Advisor, Assistant Secretary for Health 
Attention: Family Planning 
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 

Diane Foley, Deputy Assistant Secretary for Population Affairs 
Office of the Assistant Secretary for Health, Office of Population Affairs 
Attention: Family Planning 
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 

RE: HHS—OS-2018-0008, Proposed Rule for Compliance with Statutory Program Integrity 
Requirements 

Dear Secretary Azar, Senior Advisor Huber, and Deputy Assistant Secretary Foley: 

The American Academy of Nursing (the Academy) submits these comments1  in response to the 
Department of Health and Human Services (the Department's) proposed rule entitled Compliance 
with Statutory Program Integrity Requirements, which was published in the Federal Register on 
June 1, 2018.2  The proposed rule would significantly and detrimentally alter the Title X Family 
Planning Program (Title X), the only federal program exclusively dedicated to providing low-
income patients (including adolescents) with access to family planning and preventive health 
services and information, including health and cancer screenings, well woman exams, contraception 
and testing and treatment for sexually transmitted infections. 

Comments prepared by the Academy's Women's Health Expert Panel (Diana Taylor, chair) 
2  Compliance with Statutory Prograrn Integrity Requirements, 83 Fed. Reg. 25,502 (proposed Jun. 1, 2018) (to be 
codified at 42 C.F.R. pt. 59). https://www.regulations.gov/docurnent?D=HHS-OS-2018-0008-0001   

1000 Vermont Avenue, NW • Suite 910 • Washington, DC 20005 • p: 202-777-1170 • f: 202-777-0107 • www.AANnet.org  
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The American Academy of Nursing (the "Academy") serves the public and the nursing profession 
by advancing health policy, practice, and science through organizational excellence and effective 
nursing leadership. The Academy influences the development and implementation of policy that 
improves the health of populations and achieves health equity including advancing policies that 
improve ethical and evidence-based standards of care and women's access to safe, quality 
sexual/reproductive health care without interference with the patient-provider relationship. 
Specifically related to our comments on the proposed changes to Title X regulations, the Academy 
is on record supporting evidence-based policies that 1) ensure that all people have full access to 
affordable, sexual and reproductive health services,3  2) facilitate expansion of clinical knowledge 
and evidence-based women's preventive health services especially related to preventing unintended 
pregnancies,4  and 3) assure that all women's health care, including reproductive health services, is 
grounded in scientific knowledge and evidence-based policies and standards of care.5 6  

Nurses are the most trusted professionals in the United Sates, and we have an ethical and moral 
responsibility to maintain this trust. Trust requires that health care providers give patients complete 
and accurate information about their health care so that patients can make meaningful, informed 
decisions about their own health. For nearly two decades, the Title X law has been clear—health 
care providers cannot withhold information from patients about their pregnancy options. The 
Academy strongly opposes these proposed changes to the Title X program and urges 
rescission of the proposed rules. 

The proposed rules targets qualified health care providers and restricts access to 
medically accurate preventive health services 

The proposed HHS/Title X rule further restricts state governments to apportion Title X funds 
based on a provider's ability to perform SRH services effectively and discriminates against certain 
"focused reproductive health providers" (e.g., Planned Parenthood) that have demonstrated 
successful outcomes in reducing unintended pregnancy, improving sexual and reproductive health 
(SRH) care7, and providing essential preventive services. The proposed rule conflicts with 
established Medicaid/Medicare criteria for qualified providers based on professional and facility 
scope of practice and licensing. 

Title X providers offer a broader range of SRH services (e.g., long-acting contraceptives such as 
IUDs, HPV vaccinations, preconception services) compared to primary care providers (community 
health centers (CHCs) or federally qualified health centers (FQHCs)) as evidenced by the 
HHS/Title X analysis of observational and experimentation data. With a loss of Planned 

3  Berg JA, Taylor D, Woods NF (2013). Where we are today: Prioritizing women's health services and health policy. A report by the 
Women's Health Expert Panel of the American Academy of Nursing. Nursing Outlook  61(1): 5-15, 
http://dx.doi.org/10.1016/i  .outlook.2012.06.004  
4  Berg JA, Olshansky E, Shaver J, Taylor D, Woods NF (2012). Women's health in jeopardy: Failure to curb unintended pregnancies: 
A statement from the American Academy of Nursing, Women's Health Expert Panel. Nursing Outlook, 60(3): 163-164.  Web Access  
5  American Academy of Nursing, Writing Group of the Expert Panel on Women's Health. (1997). Women's Health and Women's 
Health Care: Recommendations for Transformative Changes in Health Care Services, Nursing Education and Practice. Nursing Outlook, 
45(1), 7-15.  Web Access 
6  Berg JA, Shaver J, Olshansky E, Woods NF, Taylor D (2013). A call to action: Expanded research agenda for wornen's health, 
61(4):252, DOI:  http://dx.doi.org/10.1016/i.outlook.2013.05.008   
7  Sexual and reproductive health (SRH) care has been defined to broaden the focus on family planning or maternal-child 
health. To produce optimal health outcomes, many experts believe SRH care should include the reproductive health of 
men and women throughout their lifespan and adolescents of both sexes with a focus on social determinants of health 
and health equity. Under this defmition, a minimum package of SRH care accessible to all would include preconception 
care, contraception, pregnancy and unplanned pregnancy care, women's health/common gynecology care, genitourinary 
conditions of men, assessment of specialty gynecology problems including infertility, sexual health promotion, and 
coordination with public health and primary care services (WHO, 2011). 

2 
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Parenthood (PP) health centers, which serve about one-third of the Title X patients (2 rnillion 
individuals) across the country, empirical evidence indicates a decline in the use of the most 
effective methods of birth control and an increase in births among the women who previously used 
long-acting reversible contraception (Stevenson et al, 2016).8  Comprehensive primary care 
providers from CHCs and FQHCs (who care for the millions of the most poor and vulnerable) rely 
on PP health centers to expand their SRI-I services since for every patient served by CHCs today, 
nearly three residents of low-income communities remain without access to primary health care.9  

Recent reports from HHS clearly outline the evidence indicating that restricting specific providers 
of Title X services has harmful effects on access to gender-sensitive SRH services (e.g., pregnancy 
diagnosis/counseling, contraceptive services, basic infertility services, STD screening, and 
preconception health care) and is linked with increased pregnancy rates that differ substantially 
from rates of unaffected populations. Such restrictions also impact the education and training of 
health professionals and front-line health workers that provide these services since focused SRH 
providers serve as clinical training sites for medical and nursing students. 

Nurses (primarily nurse practitioners, nurse midwives and public health nurses) have been the 
mainstay of SRH care in both community health clinics and Title X clinics and are crucial 
providers for vulnerable, low-income and ethnic populations. Nurse practitioners (NPs) comprise 
about 75% of clinicians employed by PP affiliates.1u  With closures of PP health centers, the lack of 
clinical training sites for NP students (and other health professionals) who will provide SRH 
services results in a workforce that varies widely in SRH exposure, knowledge, and clinical skill 
and reduces the pipeline of trained frontline clinicians.11  

Planned Parenthood health centers are often located in communities where there is little to no 
access to health care, especially reproductive health care that offers a broad range of services. In 
fact, Title X services provided by PP health centers frequently serve as the sole health care 
source for underinsured, uninsured and low-income women in these communities.12  Without 
ease of access to the most effective contraception methods available, the incidence of unintended 
pregnancies increases significantly (statistic is referenced in previous DHHS reports), and at a 
time when prematurity is on the rise along with the potential for additional global epidemics 
affecting maternal and fetal health is of particular concern, ease of access to contraception should 
be increased rather than barriers created. 

Stevenson A, Flores-Vazquez IM, Allgeyer RL, Schenkkan P, Potter JE (2016). The effect of removal of Planned 
Parenthood from Texas women's health program. Available at hups://www.nejm.org/doi/full/10.1056/nejmsal511902  
9 Rosenbaum S (2015). Planned Parenthood, community health centers, and women's health: Getting the facts right. 
Health Affairs Blog, http://healthaffairs.orgiblog/2015/09/02/planned-parenthood-community-health-  centers-
and-womens-health-getti n g-th e-facts-right/  
10 Bednash G, Worthington S, and Wysocki S, "Nurse Practitioner Education: Keeping the Academic Pipeline Open 
to Meet Family Planning Needs in the United States," Contraception, 80, 2009, 409-411. 
Fowler, C., S. Lloyd, J. Gable, et al., Family Planning Annual Report: 2010. Research Triangle Park, NC: National 
Summary RTI International, September 2011. 
11  Auerbach DI., Pearson ML, Taylor D, Battistelli M, Sussell J, Hunter LE, Schnyer C, Schneider EC. Nurse 
Practitioners and Sexual and Reproductive Health Services: An Analysis of Supply and Demand. Santa Monica, 
CA: RAND Corporation, 2012. http://www.rand.org/pubs/technical_reports/TR1224.  
12 Flynn,  A. (2013). The Title X factor: Why the health of America's women depends on more funding for family 
planning. The Roosevelt Institute. Accessed on 9/28/16 from www.ROOSEVELTINSTITUTE.ORG   
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The proposed rule would force providers to violate professional ethics and harms the 
patient-provider relationship. 

High-quality health care is founded on complete, accurate, and unbiased information and relies on a 
relationship of the utmost trust between a patient and their health care professional. Currently, 
consistent with the highest professional and ethical standards of care, Title X-funded providers must 
offer pregnant patients counseling on and referrals for all of their options, including adoption, 
prenatal care, and abortion.I3 14  However, the proposed rule would inject politics and ideology into 
the examination room by prohibiting providers from giving patients information on how and where 
to access abortion. This restriction would undermine the health professional's ethical obligations 
and hinder open and honest conversations between patients and their providers. 

As the most "honest and ethical" profession, nurses guard against any erosive policy that hinders 
patients from making meaningful, informed decisions about their own health, or that blocks access 
to care. The Code of Ethics for Nurses outlines that the nurse's primary commitment is to the 
patient, whether an individual, family, group, community, or population. This proposed rule 
interferes with that relationship and violates basic ethics of the profession.I5  

In addition, the Code of Ethics for Nurses stipulates that patients have the right "to be given 
accurate, complete, and understandable information in a manner that facilitates an informed 
decision," 16  and the American Nurses Association's position is that health care providers must 
"share with the client all relevant information about health choices that are legal and to support that 
client regardless of the decision the client makes."I7  

These ethical obligations recognize that a patient's informed consent and access to medically 
appropriate care is dependent upon both having all treatment options presented and referrals to 
appropriate providers. In short, the proposed rule places Title X providers in a situation whereby 
they would have to violate their professional ethics in order to participate in Title X, which is an 
untenable position for any health care provider. 

The proposed rule undermines the decades long successes of the Title X program and 
the HHS goals and past efforts 

In 1999, the Centers for Disease Control and Prevention (CDC)—an HHS division—declared 
family planning as one of the 10 greatest public health achievements of the twentieth century. I8  In a 

13  Christina Fowler, et at, Family Planning Annual Report: 2016 National Sumrnary, RTI International (Aug. 2017), 
available at https://www.hhs.gov/opalsites/default/files/title-x-fpar-2016-national.pdf  (‘FPAR 2016). 
14  Simmonds, K. and F. E. Likis (2011). Caring for women with unintended pregnancies.'' Journal of Obstetric, 
Gynecologic, & Neonatal Nursing 40(6): 794-807. Cappiello, J., M. W. Beal, et al. (2011). Applying ethical practice 
competencies to the prevention and management of unintended pregnancy. Journal of Obstetric, Gynecologic, &  
Neonatal Nursing 40(6): 808-816. 
15  American Nurses Association. (2016). The nurse's role in ethics and human rights: Protecting and promoting 
individual worth, dignity, and human rights in practice settings (position statement). Silver Spring, MD: Author. 
https://www.nursingworld.org/-4af078/globalassets/docsianatethicsiethics-and-human-rights-protecting-and-
promoting-final-formatted-20161130.pdf  
16  American Nurses Association. (2015). Code of ethics for nurses with interpretive statements. Provision 1.4. Silver 
Syring, MD. Retrieved from http://www.nursingworld.orecode-of-ethics. 
it  American Nurses Association. Position Statement: Reproductive Health (1989, 2010). 
https://www.nursingworld.orpractice-policy/nursing-excellence/official-position-statements/id/reproductive-health/   
la  CDC (Centers for Disease Control and Prevention). 1999. Ten great public health achievements: United States, 1900- 
1999. Morbidity and Mortality Weekly Report 48(12)241-243. 
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2009 review of the HHS Family Planning Program, an Institute of Medicine review pane119  reported 
the role and history of family planning policies and programs in the United States: The provision of 
family planning services has important benefits for the health and well-being of individuals, 
families, communities, and the nation as a whole. Planning for families 	helping people have 
children when they want to and avoid conception when they do not—is a critical social and public 
health goal. The federal government has a responsibility to support the attainment of this goal. 
There is an ongoing need for public investment in family planning services, particularly for those 
who are low income or experience other barriers to care. 

The federal goverment's continuing recognition of the contribution of family planning and 
reproductive health to the public well-being is evidenced by their inclusion in the nation's top health 
priorities as outlined in the HHS Strategic Plan and Healthy People 2010. A 2015 report of federally 
funded family planning programs demonstrated that Title X-supported services alone helped 
women to avoid more than 822,000 unintended pregnancies (out of 1.3 million unintended 
pregnancies avoided by all safety-net family planning centers), thus preventing 278, 000 abortions 
(out of 453,400 abortions avoided by safety-net family planning centers overall).2°  Along with 

/-.21 yielding important public health benefits, every public dollar invested in Title X saves $In spite 
of this history of successful public health outcomes supported by decades of evidence, current 
government policy and regulatory proposals will deal a devastating blow to safety-net family 
planning providers and the communities who rely on them. 

The nation's 4 million nurses are deeply committed to ensuring that all people have access to 
affordable health care, including preventive services as intended by the Affordable Care Act and the 
Title X programs. Nurses know and understand the importance of women having seamless and 
comprehensive reproductive health care to protect their health and ability to work, both of which are 
essential for the economic security of families across America.22  Specifically, the American 
Academy of Nursing is opposed to the following changes in the Title X program: 

• Imposes new rules that are designed to make it impossible for rnillions of patients to get 
birth control or preventive care from reproductive health care providers like Planned 
Parenthood. 

• Restricts doctors, nurses, hospitals, and community health centers who could no longer refer 
their patients for safe, legal abortion. 

• Removes the guarantee that people get full and accurate information about health care from 
their health care providers. 

• Creates a new policy stipulating that Title X projects do not have to provide every effective 
and acceptable method of birth control. This is a sharp departure from the way the program 
has been operating, where HES put an emphasis on ensuring women have access to all 18 
FDA-approved contraceptive methods. 

19  IOM (Institute of Medicine). 2009. A Review of the 1-IHS Family Planning Program: Mission, Management, and 
Measurement of Results. Washington, DC: The National Academies Press. Available at 
https://www.nap.eduldown  load/12585  
20  Frost JJ, Frohwirth LF, Blades N, Zolna MR, Douglas-Hall A, Bearak J. Publicly funded contraceptive services at US 
clinics, 2015. Guttmacher Institute. 2017. Available at: https://www.guttmacher.org/ report/publicly-funded-
contraceptiveservices-us-clinics-2015. 
21  Sonfield A. Beyond preventing unplanned pregnancy: the broader benefits of publicly funded family planning 
services. Guttaiacher Policy Rev. 2014;17(4): 2-6. Available at: https://www. 
guttmacher.orWgpr/2014/12/beyondpreventing-unplanned-pregnancybroader-benefits-publicly-fundedfamily-
planning#table3  
2  Berg JA, Taylor D, Woods NF (2013). Where we are today: Prioritizing women's health services and health policy. A report by the 

Women's Health Expert Panel of the American Academy of Nursing. Nursing Outlook  61(1): 5-15, 
http://dx.doi . org/ 0.1016/j .outlook.2012.06.004  
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• Allows women to receive family planning services under the Title X program if their 
employer refuses to cover contraceptive care based on religious or moral objections, 
regardless of their income. Redefining "low income" to include this population will divert 
scarce resources away from serving the low-income patients at the heart of Title X's 
purpose. 

Final Statements 

As the nation's health policy center, the Department of Health and Human Services (HHS) policies 
and activities must be firmly based on scientifically valid and appropriate terms and evidence. 
Instead, the Department makes several false and misleading statements in these proposed rules to 
undermine the Title X program. Furthermore, these rules prioritize ideology over evidence-based 
professional recommendations and the government's own independent evaluations. 

The proposed Title X rules undermine the decades long successes of the Title X program and HHS 
goals by eroding access to sexual and reproductive health care and individual freedom to make 
reproductive health decisions. The Academy unequivocally opposes the Departments effort to 
undermine the Title X prograrn. We urge HHS to remain religiously and morally neutral in its 
funding, policies, and activities to ensure that individuals receive do not receive a limited scope of 
services and that the ethical obligations of healthcare providers are not compromised. 

We stand in opposition to the proposed rule and any other policy proposals that interfere with the 
patient-provider relationship, violate professional ethics, and limit access to high-quality, affordable 
family planning care under the Title X program. 

Sincerely, 

0444--• 
	

C4"A/ 
Karen S. Cox 
President 
American Academy of Nursing 
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July 31, 2018 
 
Office of Population Affairs, Attn: Family Planning 
Office of the Assistant Secretary for Health 
U.S. Department of Health and Human Services 
200 Independence Avenue SW 
Washington, DC 20201 
 
Attn: RIN 0973-ZA00 (Compliance with Statutory Program Integrity Requirements) 
 
On June 1, 2018, the Office of Population Affairs (OPA) published a proposed rule that seeks to 
significantly revise the regulations governing the Title X national family planning program. I am 
pleased to submit the following comments on the proposed rule on behalf of the Guttmacher Institute, a 
nonprofit research and policy organization committed to advancing sexual and reproductive health and 
rights in the United States and globally.    
 
We strongly oppose the proposed regulatory changes, which if finalized and implemented, stand to 
fundamentally overhaul the Title X program. Specifically, the proposed regulatory changes seem 
intended to alter the purpose and scope of services supported by Title X; eliminate nondirective 
counseling and referral for all of a pregnant patient’s options; reduce access to care by reshaping the 
network of providers; infringe on Title X patients’ ability to obtain family planning services 
confidentially; and divert Title X funds to address gaps in contraceptive coverage created by other 
administration regulations.    
 
 
Altering the Purpose and Scope of Title X–Supported Services 
The proposed rule would impose a new definition of “family planning” that would alter the scope of 
services Title X providers would be required to offer. This shift would be at odds with nearly 50 years 
of legislative, administrative and operational history of the program, undermining Congress’s clear 
intent that Title X patients have free and informed contraceptive choices that will help them avoid 
unintended pregnancies. 
 
Current Title X regulations are in line with Congress’s intent. They require that all family planning 
“projects” provide “a broad range of acceptable and effective medically approved family planning 
methods (including natural family planning methods) and services (including infertility services and 
services for adolescents).” This mandate is intended to guarantee patients a true choice of contraceptive 
methods, and has been interpreted and implemented as such for decades. Ensuring that patients can 
choose from a truly broad range of contraceptive options is essential to guaranteeing their choices are 
voluntary and free from coercion—cornerstones of Title X‒supported care. This principle is articulated 
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in the Quality Family Planning guidelines, national, evidence-based clinical recommendations 
published by the Office of Population Affairs and the Centers for Disease Control and Prevention in 
20141 and updated as recently as December 2017.2 The proposed rule would depart from these 
regulations and guidelines in multiple harmful ways. 
 
 
Reducing contraceptive choice 
The proposed definition of “family planning” would deemphasize the provision of modern 
contraceptive methods, particularly those approved by the Federal Drug Administration (FDA). 
Moreover, instead of further clarifying what it means to offer a meaningfully “broad range” of 
contraceptive methods and related services as it purports to do, the proposed rule would create 
confusion and raise serious concerns about the scope of services that Title X projects would be required 
to make available in their communities.  
 
The proposed rule does this via a combination of multiple proposed changes. It removes the 
requirement that the range of family planning methods offered by a Title X project include methods 
that are “medically approved,” suggesting this deletion “provides better guidance for the types of 
methods and services that Congress sought to fund.” It also suggests that modern contraceptives are but 
one of a few categories of contraceptive options that Title X projects might offer (the others being 
natural family planning, other fertility awareness–based methods and abstinence).  
 
The Department further suggests in the preamble that as methods of family planning have evolved, “it 
has become increasingly difficult and expensive for a Title X project to offer all acceptable and 
effective forms of family planning.” It notes that “staffing limitations, technological capacity, 
economics (including costs and demand), and conscience concerns may be taken into account” in 
determining the scope of methods offered by a Title X project. And although Title X projects have 
never been required to offer all available contraceptive methods, the preamble and proposed rule 
reiterate that fact multiple times, suggesting a willingness for projects to offer fewer as opposed to 
greater numbers of contraceptive options.  
 
Finally, the proposed rule seems to disregard a long-standing interpretation of the statutory requirement 
that Title X projects provide a “broad range of acceptable and effective family planning methods and 
services.” Historically, it has been understood that projects must provide a broad range of contraceptive 
options, in addition to related services. Instead, the proposed rule seems to suggest it would be 
permissible for a Title X project to offer a broad range of services, defined to include modern 
contraceptive care as but one of multiple—but not necessary—choices for projects to consider and 
make available. For instance, it appears possible that the proposed rule would allow a Title X project to 
include only abstinence-only-until-marriage counseling for adolescents, natural family planning and 
adoption services (see below), together representing a “broad range” of methods and services. 
 

                                                 
1 Gavin L et al., Providing quality family planning services: recommendations of CDC and the U.S. Office of Population 
Affairs, Morbidity and Mortality Weekly Report, 2014, Vol. 63(No. RR‐4), https://www.hhs.gov/opa/guidelines/clinical‐
guidelines/quality‐family‐planning/index.html.  
2 Gavin L, Pazol K and Ahrens K, Update: providing quality family planning services—recommendations from the CDC and 
the Office of Population Affairs, Morbidity and Mortality Weekly Report, 2017, Vol. 66(50): 1383–1385, 
https://www.cdc.gov/mmwr/volumes/66/wr/mm6650a4.htm.  
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Collectively, these proposed changes would be a remarkable departure from the Title X program’s 
mission. Title X’s core purpose has always been clear: to help people obtain patient-centered care that 
best enables them to determine for themselves whether and when to have children. For the vast majority 
of Title X clients, this means obtaining contraceptive services and counseling: In 2016, 80% (2.8 
million) of all female patients at Title X sites left their visit having newly started or continuing use of 
some method of contraception; among those patients, the vast majority are using contraceptive methods 
deemed most or moderately effective at preventing pregnancy, all of which require a prescription or 
services provided by a medical professional.3  
 
For decades, the Title X program has helped to ensure that patients have a true choice of contraceptive 
options. Compared with publicly funded health centers that do not receive Title X funding, sites 
supported by Title X are more likely to offer the full range of contraceptive methods.4 Moreover, Title 
X–supported providers make it easier for women to obtain highly effective and long-acting reversible 
contraceptive methods, as these health centers are particularly likely to offer on-site insertion of IUDs 
and implants on the same day as a client’s initial appointment. Similarly, nearly three-quarters of Title 
X sites offer initial supplies of oral contraceptives and refills on-site, enabling women who choose the 
pill to avoid additional trips to a pharmacy. Plus, nearly nine in 10 Title X providers allow women to 
delay a pelvic exam when medically appropriate in initiating hormonal contraceptives, and nearly nine 
in 10 use the “quick-start” protocol, enabling a client to start the pill on the day of her visit, regardless 
of where she is in her menstrual cycle. 
 
Although projects have never been required to provide all available contraceptive methods, it is 
misguided to suggest that Title X providers should not be expected to provide patients with a true 
choice of methods. Doing so discounts the importance of patient-centered and voluntary care. 
Moreover, the evidence is clear that individuals’ ability to obtain and use whatever methods of 
contraception will work best for them is critical to ensuring satisfaction with their methods.5 This in 
turn enables patients to use those methods consistently and correctly, increasing their likelihood of 
successfully avoiding unintended pregnancies: The two-thirds of women at risk for unintended 
pregnancy who consistently and correctly use a contraceptive method account for only 5% of 
unintended pregnancies.6  
 
We urge the Department to reject its revised definition of “family planning” at Sec. 59.2 and to return 
to the current regulatory definition, and to reject its deletion of “medically approved” at Sec. 59.5. We 
also urge the Department to return to its long-standing interpretation of the statute to require Title X 
projects to offer a meaningfully broad range of contraceptive methods, in addition to related services. 
 
  

                                                 
3 Fowler CI et al., Title X Family Planning Annual Report: 2016 National Summary, Research Triangle Park, NC: RTI 
International, 2017, https://www.hhs.gov/opa/title‐x‐family‐planning/fp‐annual‐report/index.html.  
4 Zolna MR and Frost JJ, Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service Delivery Practices 
and Protocols, New York: Guttmacher Institute, 2016, http://www.guttmacher.org/report/publicly‐funded‐family‐
planning‐clinic‐survey‐2015.  
5 Sonfield A, Why family planning policy and practice must guarantee a true choice of contraceptive methods, Guttmacher 
Policy Review, 2017, 20:103–107, https://www.guttmacher.org/gpr/2017/11/why‐family‐planning‐policy‐and‐practice‐
must‐guarantee‐true‐choice‐contraceptive‐methods.  
6 Sonfield A, Hasstedt K and Gold RB, Moving Forward: Family Planning in the Era of Health Reform, New York: Guttmacher 
Institute, 2014, https://www.guttmacher.org/report/moving‐forward‐family‐planning‐era‐health‐reform.  
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Prioritizing fertility awareness–based methods and natural family planning 
The proposed definition of “family planning” inappropriately promotes one particular approach to 
family planning over ensuring patients’ true choice of contraceptive methods. The proposal emphasizes 
fertility awareness–based methods (FABMs)—specifically, natural family planning. Natural family 
planning methods are a subset of FABMs that are calendar-based, rely on abstinence (as opposed to 
using a back-up contraceptive method) during fertile windows, and are often motivated by religious 
convictions.  
 
The rule would make natural family planning the only contraceptive option that each Title X project 
must make available to patients as part of a range of Title X‒supported services. Moreover, it explicitly 
seeks to direct Title X funds to “specialized, single-method [natural family planning] sites,” based on 
an inaccurate assertion that these options have historically not been adequately available to Title X 
patients. 
 
The federal government promoting any single family planning method within Title X would actively 
undermine the program’s mandate to ensure patients’ choices are wholly voluntary and free from 
coercion. Furthermore, actively directing Title X funds toward natural family planning is unnecessary: 
It has always been provided for under the statute, and 93% of Title X‒funded sites specifically report 
offering “natural family planning instruction or supplies.”4 

 
Moreover, less than 0.5% of female Title X contraceptive users rely on some type of FABM, including 
natural family planning, as their primary method.3 This is likely in part because these methods do not 
meet a number of different needs that women have for their methods of birth control. Their 
effectiveness is highly sensitive to a couple’s ability to correctly and consistently use them, which can 
lead to high failure rates; they require the cooperation of a male sexual partner; and they do not offer 
protection against STIs. A study on contraceptive features preferred by women at high risk of 
unintended pregnancy conducted in 2010 found that natural family planning specifically was tied with 
withdrawal for having the fewest features women find important in a contraceptive method.7   
 
We urge the Department to reject its revised definition of “family planning” at Sec. 59.2 and to return 
to the current regulatory definition, and to reject its deletion of “medically approved” at Sec. 59.5. We 
also urge the Department to eliminate language in the preamble that prioritizes natural family 
planning and other FABMs over other contraceptive methods. 
 
If the Department does not remove this language, we ask the Department to clarify whether it intends to 
prioritize and promote natural family planning and other FABMs for Title X patients over other 
contraceptive options, and if so, to provide its justification for so undermining patients’ ability to 
obtain voluntary care free from coercion.   
 
 
  

                                                 
7 Lessard LN et al., Contraceptive features preferred by women at high risk of unintended pregnancy, Perspectives on 
Sexual and Reproductive Health, 2012, 44(3):194–200, 
https://www.guttmacher.org/journals/psrh/2012/09/contraceptive‐features‐preferred‐women‐high‐risk‐unintended‐
pregnancy.  
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Supporting the provision of adoption services and abstinence-only messaging 
The proposed rule would expand the definition of family planning services supported by Title X to 
include two new areas: adoption services and abstinence-only-until-marriage messaging.  
 
The rule would newly define “infertility services” to include adoption services. Infertility services have 
long been provided for under Title X statute, but have previously been understood and implemented as 
clinical services intended to help people experiencing infertility. For example, the Quality Family 
Planning guidelines advise that “infertility visits to a family planning provider are focused on 
determining potential causes of the inability to achieve pregnancy and making any needed referrals to 
specialist care.”1 These services are to be provided to patients who want to have children but are 
experiencing difficulty becoming pregnant, and should include counseling, medical histories, sexual 
health assessments and physical exams, as well as referrals for specialized care or social supports as 
needed.  
 
Nowhere in these clinical recommendations, or in Title X statute, regulations or programmatic 
guidelines, is adoption suggested as a service that is necessary or appropriate for family planning 
providers to offer directly. Similarly, there is no precedent for providing Title X funds to support the 
work of adoption agencies. Notably, the proposed rule offers no rationale for such a radical shift in its 
definition of family planning and infertility services, nor for diverting limited Title X funds away from 
medical family planning care and toward adoption services (which have other, dedicated sources of 
government funding).  
 
Similarly, the proposed rule explicitly includes “choosing not to have sex” among the range of 
contraceptive “choices” supported by Title X. The preamble further explains that abstinence-only-until-
marriage messaging—which the Department refers to as “sexual risk avoidance”—would be considered 
a method that would be supported by Title X. The Department also advanced abstinence-only messages 
as a Title X‒funded service in its fiscal year 2018 Title X services grant funding opportunity 
announcement, misrepresenting the body of available evidence on these approaches in doing so.8,9 
 
The proposed rule and earlier funding announcement together suggest the Department seeks to advance 
abstinence not within the context of comprehensive family planning counseling for younger patients, 
but by seeking to advance abstinence-only programming as a family planning method for all Title X 
patients. This is in direct contrast with clinical recommendations from the federal government and 
professional medical associations; these recommendations consistently advise that counseling on 
abstaining from sexual activity should be one piece of a broader, patient-centered approach for 
adolescent patients, and that factual information on remaining abstinent should be provided to 
adolescent patients interested in that approach, along with contraceptive and STI prevention services 

                                                 
8 Hasstedt K, Big four threats to the Title X family planning program: examining the administration’s new funding 
opportunity announcement, Health Affairs Blog, Mar. 5, 2018, https://www.guttmacher.org/article/2018/03/four‐big‐
threats‐title‐x‐family‐planning‐program‐examining‐administrations‐new.  
9 Lindberg LD and Hasstedt K, The Trump administration’s irresponsible use of research in pushing its abstinence‐only 
agenda into Title X, News in Context, May 16, 2018, https://www.guttmacher.org/article/2018/05/trump‐administrations‐
irresponsible‐use‐research‐pushing‐its‐abstinence‐only‐agenda.  
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for sexually active adolescents, as appropriate.1,10,11,12 The administration’s proposal is deeply 
concerning, given that extensive evidence demonstrates that this programming can cause considerable 
harm to young people,13 and that public policies seeking to restrict the sexual activity of unmarried 
adults do not meet the sexual and reproductive health needs of most single adult women.14  
 
We urge the Department to reserve the Title X program’s limited resources for the medical family 
planning services that the program has supported so effectively for decades. Specifically, we urge the 
Department to eliminate regulatory language at Sec. 59.2 and 59.5 that include adoption as an 
infertility service, and to eliminate language at Sec. 59.2 around “choosing not to have sex” and 
language in the preamble around “sexual risk avoidance.”   
 
If the Department does not remove this language, we ask the Department to clarify whether it intends 
for Title X dollars to be directed to adoption services and agencies and to the promotion of abstinence-
only-until-marriage messaging, and if so, to offer its justification for so dramatically altering the scope 
of services supported by Title X.   
 
 
Eliminating Nondirective Pregnancy Options Counseling and Referral 
The proposed rule would eliminate the Title X program’s long-standing commitment to neutral, factual 
information on and nondirective counseling for all of a pregnant patient’s options—including maternity 
and infant care, foster care and adoption, and abortion—and referral, on request, for services related to 
any of these options. The rule would do so by eliminating the requirement for nondirective counseling, 
undermining or possibly banning counseling on abortion, barring abortion referral, and mandating 
referral for prenatal care even against a patient’s wishes. 
 
More specifically, the proposed rule would eliminate the long-standing guarantee that all pregnant 
patients at Title X‒funded sites be offered unbiased, factual and comprehensive counseling on all 
pregnancy options. Instead, providers would be given the authority to deny patients information on 
abortion—even when a patient directly requests it. Moreover, given the proposed rule’s extensive and 
confusing additional restrictions on “activities that encourage, promote or advocate for abortion,” it 
seems difficult if not impossible for Title X‒funded providers to counsel pregnant patient on abortion 
as one of their options. At the very least, the proposed rule may create a “chilling effect,” whereby even 
providers dedicated to delivering high-quality care are deterred from offering comprehensive and 
unbiased pregnancy options counseling for fear of losing Title X funding.  
 

                                                 
10 Ott MA, Sucato GS and Committee on Adolescence, Contraception for Adolescents, Pediatrics, 2014, 134: e1257–e1281. 
11 Society for Adolescent Health and Medicine, Sexual and reproductive health care: a position paper of the Society for 
Adolescent Health and Medicine, Journal of Adolescent Health, 2014, 54(4):491–496, 
https://www.jahonline.org/article/S1054‐139X%2814%2900052‐4/fulltext?code=jah‐site.  
12 American College of Obstetricians and Gynecologists (ACOG), Adolescent pregnancy, contraception, and sexual activity, 
Obstetrics & Gynecology, 2017, 129(5):965–966, https://www.acog.org/Clinical‐Guidance‐and‐Publications/Committee‐
Opinions/Committee‐on‐Adolescent‐Health‐Care/Adolescent‐Pregnancy‐Contraception‐and‐Sexual‐Activity.  
13 Boyer J, New name, same harm: rebranding of federal abstinence‐only programs, Guttmacher Policy Review, 2018, 
21:11–16, https://www.guttmacher.org/gpr/2018/02/new‐name‐same‐harm‐rebranding‐federal‐abstinence‐only‐
programs.  
14 Lindberg LD and Singh S, Sexual behavior of single adult American women, Perspectives on Sexual and Reproductive 
Health, 2008, 40(1): 27–33, https://www.guttmacher.org/journals/psrh/2008/sexual‐behavior‐single‐adult‐american‐
women.  
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On the subject of counseling, the proposed rule would bar clinicians from referring pregnant patients to 
appropriate providers for abortion services. If a pregnant patient who has already decided to have an 
abortion clearly states this intent and asks for referral, the proposed rule would give providers only two 
options: either deny the request entirely, or provide an intentionally misleading list of “comprehensive 
health services providers (some, but not all, of which also provide abortion, in addition to 
comprehensive prenatal care);” that list cannot identify which sites actually provide abortion. Beyond 
denying patients abortion referral, the proposed rule would mandate that all pregnant patients at Title X 
sites be referred for prenatal and social services (such as infant or foster care, or adoption), regardless 
of the patient’s wishes.  
 
The Department’s justifications for these changes are seriously flawed. For example, the Department 
claims a bar on abortion referral is necessary to comply with federal law, asserting that “[r]eferrals for 
abortion are, by definition, directive,” and therefore abortion referrals are not in compliance with the 
requirement that all pregnancy options counseling be “nondirective” under Title X. However, the 
Department’s reasoning is inconsistent: It does not find referral for prenatal or social services to be 
similarly directive, and the proposed rule goes so far as to prescribe referral for those services to all 
pregnant patients in a highly directive, and in fact coercive, manner. The Department claims this 
referral—even against a patient’s wishes—is necessary “to optimize the health of the mother and the 
unborn child.” This use of subjective rather than medical language belies the Department’s ideological 
motivations and willing departure from clinical standards. 
 
Similarly, the Department asserts that its elimination of the requirement to provide nondirective 
counseling on abortion is justified out of “respect for conscience” among providers who object to the 
procedure. This prioritization of provider beliefs over patient needs is particularly troubling given the 
Department’s express interest in directing Title X funds to entities “that refuse to provide abortion 
counseling and referrals.” 
 
Contrary to the Department’s assertions, Title X’s long-standing counseling and referral requirements 
do not violate the Title X statute. Rather, they are essential to ensuring informed consent in 
reproductive health care—a bedrock principle of modern medical practice in the United States deeply 
rooted in legal, ethical and medical standards developed over the course of decades.15 The proposed 
rule constitutes an unacceptable repudiation of the doctrine of informed consent by denying Title X 
patients factual, unbiased information on abortion. 
 
In effect, the proposed rule rejects clinical recommendations from professional medical associations, 
including the American College of Obstetricians and Gynecologists (ACOG) and the American 
Academy of Pediatrics, which state that providers must offer appropriate referrals for needed follow-up 
care to all pregnant patients—even if a patient requests information on services to which an individual 
provider personally objects, such as abortion.16,17 Similarly, many leading professional medical 
organizations have ethical guidelines that unequivocally and consistently call for comprehensive, 

                                                 
15 Hasstedt K, Unbiased information on and referral for all pregnancy options are essential to informed consent in 
reproductive health care, Guttmacher Policy Review, 2018, 21:1–5, https://www.guttmacher.org/gpr/2018/01/unbiased‐
information‐and‐referral‐all‐pregnancy‐options‐are‐essential‐informed‐consent.  
16 ACOG, Informed consent, Committee Opinion No. 439, Obstetrics & Gynecology, 2009, 114(2):401–408, 
https://www.acog.org/Resources‐And‐Publications/Committee‐Opinions/Committee‐on‐Ethics/Informed‐Consent.  
17 Committee on Adolescence, American Academy of Pediatrics, Counseling the adolescent about pregnancy options, 
Pediatrics, 1998, 101(5):938–940. 
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unbiased counseling on all pregnancy options.17,18,19,20 These recommendations are echoed in the 
national Quality Family Planning guidelines for providing high-quality family planning services.1  
 
If implemented, the proposed rule would impose substandard care on those who rely on Title X‒funded 
providers and services. Denying or delaying Title X patients’ ability to obtain abortions jeopardizes the 
health and well-being of those who have decided to terminate their pregnancies in a number of ways, 
including: denying patients necessary information to appropriately compare the safety of their medical 
options; interfering with pregnant patients’ ability to obtain additional services in a timely manner; and 
obstructing pregnant patients with complicating medical conditions from obtaining potentially life-
saving abortions.15 Similarly, dictating that all patients must be referred to “comprehensive health 
services providers” rather than allowing for referral to whatever provider best meets individual patients’ 
unique needs, such as those offering specialized care, could cause further harm. 
 
Moreover, and particularly troubling, the proposed rule stands to further entrench existing health 
disparities. Many who rely on Title X‒funded providers and services are already marginalized and 
often facing other obstacles to obtaining care: two-thirds of Title X patients have incomes at or below 
the federal poverty limit (currently $12,140 annually for a single person21), 43% are uninsured, 13% 
have limited English proficiency, 30% identify with one or more nonwhite race categories and one-
third identify as Hispanic or Latino.3  
 
Forcing clinicians to sabotage the rapport and trust they have built with patients stands in sharp conflict 
with patients’ right to self-determination. It may also cause patients to retreat, possibly from seeking 
health care for other needs; this may be particularly true for women of color, low-income women and 
others who have historically experienced coercive treatment in the context of reproductive health 
care.22,23 In the words of former U.S. Senate Majority Leader George Mitchell in opposing a previous 
attempt by the Department to impose similar restrictions: “A society like ours, based upon the 
fundamental principle of equality, ought not tolerate, let alone encourage, even less insist upon a 
system in which there are two standards of care: One for the wealthy, the affluent, the powerful; and 
another, lower standard, for the poor.”24 
 
We urge the Department to rescind its proposed changes to the regulations at Sec. 59.5(a)(5) (which 
eliminate the requirement to provide nondirective pregnancy options counseling and referral upon 
request) and to rescind its proposed additions at Sec. 59.14 (which bars abortion referral and mandate 

                                                 
18 ACOG, Guidelines for Women’s Health Care: A Resource Manual, fourth ed., Washington, DC: ACOG, 2014. 
19 American Academy of Physician Assistants, Guidelines for Ethical Conduct for the PA Profession, 2013, 
https://www.aapa.org/wp‐content/uploads/2017/02/16‐EthicalConduct.pdf.  
20 Association of Women’s Health, Obstetric and Neonatal Nurses (AWHONN), AWHONN position statement: Health care 
decision making for reproductive care, Journal of Obstetric, Gynecologic & Neonatal Nursing, 2016, 45(5):718, 
http://www.jognn.org/article/S0884‐2175(16)30229‐5/fulltext.  
21 Office of the Assistant Secretary for Planning and Evaluation, HHS, U.S. federal poverty guidelines used to determine 
financial eligibility for certain federal programs, 2017, https://aspe.hhs.gov/poverty‐guidelines.  
22 SisterSong, National Latina Institute for Reproductive Health and Center for Reproductive Rights (CRR), Reproductive 
Injustice: Racial and Gender Discrimination in U.S. Health Care, New York: CRR, 2014, 
https://www.reproductiverights.org/document/reproductive‐injustice‐racial‐and‐gender‐discrimination‐in‐us‐health‐care.   
23 Gold RB, Guarding against coercion while ensuring access: a delicate balance, Guttmacher Policy Review, 2014, 17(3): 8–
14, https://www.guttmacher.org/gpr/2014/09/guarding‐against‐coercion‐while‐ensuring‐access‐delicate‐balance. 
24  The Alan Guttmacher Institute, Bill to reauthorize Title X, overturn gag rule is sent to president, Washington Memo, 
New York: Guttmacher Institute, Sept. 22, 1992. 
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directive referral for prenatal care) and at Sec. 59.16 (which bars “activities that encourage, promote 
or advocate for abortion” and will have at least a chilling effect on abortion counseling). 
 
If the Department does not rescind these changes and additions, we ask that it articulate the rationale 
behind its decision to prioritize an antiabortion agenda and the religious and moral objections of 
antiabortion providers over the medical and ethical importance of facilitating patients’ informed 
decisions about their own reproductive health care—particularly in the context of a publicly funded 
program.  
 
Similarly, we ask the Department to clarify its reasoning behind and inconsistent application of the 
standard that all pregnancy options counseling be nondirective.  
 
We also ask the Department to clarify whether the proposed rule would, in practice, allow for 
unbiased, factual and comprehensive pregnancy options counseling that includes information on 
abortion.  
 
 
Reducing Access to Care by Reshaping the Network of Providers  
The proposed rule stands to drastically alter the types of agencies that receive Title X funding, which 
would fundamentally shift the program’s intent and impact. Specifically, the proposed rule would: bar 
agencies that provide abortion; discourage participation by agencies that provide abortion counseling 
and referral; favor primary care–focused health centers over specialized reproductive health providers; 
and open the door to entities that provide an inadequate package of medical care. These moves would 
all significantly diminish patients’ access to care. Moreover, they would fundamentally disregard the 
important role Title X providers play in their patients’ lives as entry points into the healthcare system: 
For six in 10 women who obtain contraceptive care at a Title X‒funded sites, that provider was their 
only source of medical care over the past year.25  
 
 
Barring agencies that provide abortion 
By imposing extensive physical and financial separation requirements, the proposed rule would 
effectively exclude from Title X any safety-net health center that provides abortion using non-federal 
funds. Specifically, Title X–funded entities would have to maintain separate accounting records, 
physical spaces (such as waiting and exam rooms, entrances, and exits), workstations, phone numbers, 
email addresses, staff, patient health records, educational programs, and signs. The Department seems 
willing to go even further, asking for public comment on whether these requirements are enough or if 
additional considerations should be added. 
 
The proposed separation requirements would harm the people who rely on the Title X program for 
family planning services. Most immediately, these proposed requirements would directly impact the 
approximately one in 10 Title X sites that offer abortion using non-federal funds, including health 
centers operated by Planned Parenthood affiliates, and entities such as hospitals and independent 
agencies.4 All of these sites—and potentially sites that do not offer abortion but are in some way 

                                                 
25 Kavanaugh ML, Zolna MR and Burke K, Use of health insurance among clients seeking contraceptive services at Title X‐
funded facilities in 2016, Perspectives on Sexual and Reproductive Health, 2018, 50(3), 
https://www.guttmacher.org/journals/psrh/2018/06/use‐health‐insurance‐among‐clients‐seeking‐contraceptive‐services‐
title‐x. 
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affiliated with those that do so—could be barred from Title X. Losing these qualified providers from 
the program would put unrealistic expectations on other Title X sites, which are already stretching to 
meet their communities’ needs and unable to readily fill such a gap. This would make it more difficult 
for people in many parts of the country to obtain high-quality, affordable family planning services. 
 
This provision is a clear attempt to bar health centers operated by Planned Parenthood affiliates, a move 
that would have considerable ramifications and severely diminish women’s access to care. Planned 
Parenthood health centers serve 41% of women who rely on Title X sites for contraceptive care.26 In 
order to serve all the women who currently obtain contraceptive care at Title X–supported Planned 
Parenthood health centers nationwide, Guttmacher analyses estimate that other Title X sites would have 
to increase their client caseloads by 70%, on average (see Table 1, attached).27 The impact would vary 
by state; without Title X–supported Planned Parenthood sites, other providers in 13 states would have 
to at least double their contraceptive client caseloads to maintain the program’s current reach in their 
states. 
 
In addition, research shows that Planned Parenthood sites are better able to deliver high-quality 
contraceptive care to greater numbers of women than other types of safety-net providers.28 Planned 
Parenthood sites are particularly likely to offer same-day appointments and extended evening or 
weekend hours, and they have half the average wait times of all other types of safety-net providers.4 

Nearly all Planned Parenthood health centers offer the full range of FDA-approved reversible 
contraceptive methods, compared with about two-thirds of health departments and half of FQHCs. 
Planned Parenthood sites are also particularly likely to offer same-day insertion of IUDs and implants, 
on-site provision of oral contraceptives, and protocols to help patients initiate hormonal contraceptives 
immediately, regardless of where they are in their menstrual cycle. And, among Title X−funded sites, 
on average, Planned Parenthood health centers serve 3,340 contraceptive clients each year, compared 
with only 610 clients at health department sites and 750 clients at FQHC sites.26 
 
The proposed separation requirements are unwarranted: Title X funds have been prohibited from going 
toward abortion services since the program’s inception. Current regulations thoroughly operationalize 
that statutory requirement, and are not confusing to Title X-funded health centers. Furthermore, the 
Department fails to identify failures of compliance or other evidence sufficient to justify its proposed 
overhaul of the Title X network. Indeed, the Department bases its rationale for physical separation on 
“the appearance and perception that Title X funds being used in a given program may also be 
supporting that program’s abortion activities,” and the “potential for co-mingling and confusion.”  
 
The Department additionally hinges its proposed requirements on the argument that spending 
government money on family planning “frees up” private dollars to be used for abortion. That concept, 

                                                 
26  Frost JJ et al., Publicly Funded Contraceptive Services at U.S. Clinics, 2015, New York: Guttmacher Institute, 2017, 
https://www.guttmacher.org/report/publicly‐funded‐contraceptive‐services‐us‐clinics‐2015.  
27 Frost JJ and Zolna MR, Response to inquiry concerning the impact on other safety‐net family planning providers of 
“defunding” Planned Parenthood, memo to Senator Patty Murray, Senate Health, Education, Labor and Pensions 
Committee, New York: Guttmacher Institute, June 15, 2017, https://www.guttmacher.org/article/2017/06/guttmacher‐
murray‐memo‐june‐2017.  
28 Hasstedt K, Understanding Planned Parenthood’s critical role in the family planning safety net, Guttmacher Policy 
Review, 2017, 20: 12–14, https://www.guttmacher.org/gpr/2017/01/understanding‐planned‐parenthoods‐critical‐role‐
nations‐family‐planning‐safety‐net.  

Case 3:19-cv-01184-EMC   Document 39-5   Filed 03/21/19   Page 11 of 27



Guttmacher Institute 11 July 31, 2018 

referred to as “fungibility,” is one that the Department is applying to abortion but not anywhere else.29 
The U.S. government has a long tradition of involving private-sector organizations in achieving its 
goals in areas like public health, social welfare and global development. For example, many billions of 
federal and state dollars go to religious organizations and charities every year, and, in fact, Title X 
dollars may go to religious organizations under the proposed rule. By the logic of fungibility, all of that 
money would free up private funding to proselytize or engage in other religious activities—something 
that would be have to be considered a violation of the U.S. Constitution’s Establishment Clause, since it 
would indirectly subsidize religion. 
 
In advancing this “fungibility” argument, the Department disingenuously utilizes Guttmacher analyses 
to justify its assertion that Title X‒funded family planning services must be provided wholly apart from 
sites that also offer abortion, using non-federal funds. The preamble quotes at length from Guttmacher 
publications on Title X, citing these analyses as supposed proof that Title X funds support the physical 
“infrastructure” of sites that also provide abortions—and thereby abortions themselves.  
 
This framing is inaccurate and misleading. The Guttmacher work cited in the preamble unambiguously 
refers to the basic and underlying infrastructure of the family planning safety net, the systems and 
activities necessary to providers’ ability to deliver high-quality family planning services to those who 
need them. These investments include activities such as stocking contraceptive methods, training and 
paying staff, modernizing patient health records, covering brick-and-mortar costs, and engaging in 
outreach and education activities—all in direct service of sustaining the delivery of family planning 
care provided for under the statute, regulations and legislative mandates governing Title X.  
 
Such expenditures are wholly appropriate uses of Title X funds. A 2009 panel convened by the Institute 
of Medicine to provide an independent evaluation of the Title X program “Title X grants are not limited 
to specific expenses but allow recipients flexibility to pay for overhead and infrastructure (facilities, 
equipment, information technology), staffing and staff training, supplies, and costs associated with 
needs assessments and reporting. This support is critical to keeping the clinics functioning and to 
meeting patients’ needs.”30 

 
Moreover, the panel recommended that “Title X should receive the funds needed to fulfill its mission of 
providing family planning services to all who cannot obtain them through other sources and to finance 
such critical supplemental services as infrastructure, education, outreach, and counseling that many 
other financing systems do not cover. Consistent with legislative intent, financing for the program must 
also support research and evaluation, training, the development and maintenance of needed 
infrastructure, and the adoption of important new technologies.”31 
 
The proposed rule’s preamble also highlights safety-net providers’ need for the flexibility of Title X 
funds, particularly as the range of available contraceptive methods has expanded to meet patients’ 
unique needs. The Department notes: “family planning projects are confronted with a variety of 
pharmacological, technological, or medical device options to consider in service delivery, with widely 
                                                 
29 Dreweke J, “Fungibility”: the argument at the center of a 40‐year campaign to undermine reproductive health and rights, 
Guttmacher Policy Review, 19:53–60, https://www.guttmacher.org/gpr/2016/10/fungibility‐argument‐center‐40‐year‐
campaign‐undermine‐reproductive‐health‐and‐rights.  
30 Institute of Medicine, A Review of the HHS Family Planning Program: Mission, Management, and Measurement of 
Results, Washington, DC: The National Academies Press, 2009, https://www.nap.edu/read/12585/chapter/6#123.  
31 Institute of Medicine, A Review of the HHS Family Planning Program: Mission, Management, and Measurement of 
Results, Washington, DC: The National Academies Press, 2009, https://www.nap.edu/read/12585/chapter/2#14.  
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varying costs.” However, the Department makes this observation in support of the erroneous conclusion 
that this means Title X providers should be given latitude to offer fewer rather than more contraceptive 
method options. In fact, the opposite is true: Title X funds’ ability to cover those very costs is what 
enables the providers supported by the program to deliver patient-centered care that helps patients to 
choose from and obtain the best possible methods of contraception for them.4    

 
We urge the Department to rescind the proposed rule, particularly Sec. 59.15 on physical and financial 
separation, and to eliminate language in the preamble that inaccurately cites Guttmacher analyses. We 
also urge against any further separation requirements. 
 
 
Discouraging participation by agencies that provide abortion counseling and referral 
In addition to barring Title X participation by providers who offer abortion, the proposed rule would 
likely lead to the exclusion of numerous other family planning providers. As noted above, the rule’s 
proposed ban on abortion referral and its chilling effect (or possibly an effective ban) on abortion 
counseling are repudiations of ethical and professional standards around informed consent and have the 
potential to harm patients and undermine the patient-provider relationship. It is likely that many 
providers would deem it unethical and be unable to remain in Title X under these counseling and 
referral restrictions. 
 
Similarly, the proposed restrictions on “activities that encourage, promote or advocate for abortion”—
which include providing speakers or educators, attending conferences, paying membership dues, and 
developing or disseminating materials—are likely to have additional chilling effects on providers’ 
willingness to participate in Title X. Collectively, the proposed restrictions are so broad and so vague 
that many providers may determine that Title X participation would put them in legal jeopardy.  
 
The full impact of these restrictions on the Title X provider network and the patients who rely on them 
cannot be readily quantified in advance of the rules’ implementation. However, it is clear that by 
dissuading dedicated, high-quality family planning providers from participating in Title X, these 
restrictions would make it more difficult for patients to receive the family planning care they need. 
 
As noted above, we urge the Department to rescind its proposed changes to the regulations at Sec. 
59.5(a)(5) and to rescind its proposed additions at Sec. 59.14 and Sec. 59.16. 
 
 
Favoring primary care–focused sites over reproductive health–focused sites 
The proposed rule requires Title X providers to “offer either comprehensive primary health services 
onsite or have a robust referral linkage with primary health providers who are in close physical 
proximity to the Title X site.” In doing so, the rule displays a clear preference for funding sites that 
offer family planning services in the context of broader primary care, such as federally qualified health 
centers (FQHCs). Shifting funding to primary care–focused sites would inevitably come at the expense 
of safety-net centers focused on reproductive health. 
 
This proposed provision represents an inappropriate emphasis on primary care services. It also poses 
considerable potential for confusion and abuse in the awarding of funds, as “close physical proximity” 
is left undefined.  
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Furthermore, the provision is unnecessary to promote referral and linkages between Title X and 
primary care. The current Title X regulations require Title X projects to “provide for coordination and 
use of referral arrangements with other providers of health care services, local health and welfare 
departments, hospitals, voluntary agencies, and health services projects supported by other federal 
programs.”32  Moreover, the national Quality Family Planning guidelines already emphasize the need 
for family planning providers to screen for numerous health issues (such as high blood pressure, 
diabetes and depression) and to establish referral arrangements both to and from other providers.1 
According to a recent Guttmacher Institute analysis, nearly all Title X-funded providers reported 
making referrals to other providers: 97% reported that they refer clients to other public providers and 
90% reported that they refer clients to other private providers.4  
 
Shifting funding from reproductive health–focused sites to primary care–focused sites would 
undermine the Title X network and its ability to care for patients. Title X has long relied on a robust 
and diverse network of safety-net providers operated by many different types of agencies—most of 
which specialize in providing reproductive health services.  
 
Overall, 72% of Title X sites focus on reproductive health, including all of those operated by Planned 
Parenthood affiliates, and a majority of those operated by public health departments (81%), hospitals 
(70%), and other independent providers (86%).33 Excluding sites operated by FQHCs, reproductive 
health–focused sites provide contraceptive care to an estimated 2.7 million women each year, or seven 
in 10 who rely on Title X for such services.33,34  
 
Moreover—and further demonstrating that the proposed rule stands to impact providers far beyond 
Planned Parenthood—excluding reproductive health‒focused sites would collectively impact 81% of 
centers operated by health departments, hospitals and other independent providers.33 Together, these 
sites provide contraceptive care to an estimated 1.2 million women, or 32% of those relying on Title X‒
supported care.33,34      
 
Denying people access to reproductive health–focused providers means denying many people access to 
providers they trust. Six in 10 women who choose reproductive health–focused providers for their 
contraceptive care do so even when there is a primary care–focused site available; for the remaining 
four in 10 of these women, that reproductive health–focused provider is their only source of care.35 Top 
reasons women cite for this decision include feeling respected by staff, being able to obtain confidential 
services, and feeling that staff are well-versed in women’s health. It is unacceptable for Title X patients 
to be denied their preferred, trusted source of care. 
 
Moreover, reproductive health–focused providers are often able to offer more comprehensive and more 
timely family planning services to their patients. Compared with primary care–focused sites, those 
focused on reproductive health are more likely to offer the full range of reversible contraceptive 

                                                 
32 42 CFR 59.5. 
33 Zolna MR and Frost JJ, special analysis of the Guttmacher Institute’s 2015 Publicly Funded Family Planning Clinic Survey, 
https://www.guttmacher.org/report/publicly‐funded‐family‐planning‐clinic‐survey‐2015.  
34 Zolna MR and Frost JJ, special analysis of the Guttmacher Institute’s 2015 Publicly Funded Family Planning Clinic Census, 
https://www.guttmacher.org/report/publicly‐funded‐contraceptive‐services‐us‐clinics‐2015.  
35 Frost J, Gold RB and Bucek A, Specialized family planning clinics in the United States: why women choose them and their 
role in meeting women’s health care needs, Women’s Health Issues, 2012, 22(6):519–525, 
https://www.guttmacher.org/article/2012/11/specialized‐family‐planning‐clinics‐united‐states‐why‐women‐choose‐them‐
and‐their. 
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methods; to offer same-day insertion of IUDs and implants; to offer supplies of oral contraceptives on-
site; to use protocols that help patients start their contraceptive method quickly; and to offer advance 
provision of emergency contraceptive pills for a client to keep at home.4  
 
Of course, primary care–focused sites and FQHCs specifically have become an increasingly integral 
part of the Title X provider network.26 However, these providers serve far fewer contraceptive clients 
each year compared to sites that focus on reproductive health care, and Guttmacher analyses show that 
FQHC sites alone could not sustain the current reach of Title X: Nationwide, six in 10 report delivering 
contraceptive care to at least 10 women each year (the threshold to be counted among the nation’s 
safety-net family planning centers).36 If asked to serve all of the women who rely on many different 
types of providers for Title X‒supported contraceptive care, these FQHC would have to at least double 
their contraceptive client caseloads in 41 states, and at least triple them in 27 states (see Table 2, 
attached).36 Nationwide, this would add up to an additional 3.1 million contraceptive clients FQHCs 
would need to serve. 
 
At the local level, there are Title X sites in just over 2,000 U.S. counties.36 In 33% of these counties, 
there is no FQHC site providing contraceptive services, meaning women living there could lose access 
to Title X–supported services altogether. In another 47% of these counties, the FQHC sites that offer 
contraceptive care would have to at least double their contraceptive client caseloads in order to serve all 
of those currently served by other Title X sites. In 24% of all counties with a Title X site, FQHCs 
would have to serve at least six times their current number of contraceptive clients. 
 
Put another way, 2.8 million (91%) of the contraceptive clients currently served by Title X–supported 
centers that are not FQHCs are in the 1,625 counties where FQHC sites would have to at least double 
their capacity, or where there is no FQHC site providing contraceptive care.36 
 
FQHCs are already struggling to meet a rapidly increasing demand for services, and they do not—and 
cannot—specialize in reproductive health care. Expecting them to expand their capacity to serve 
millions of additional clients, and to consistently provide family planning services in a way comparable 
to reproductive health–focused providers, is unrealistic.37 According to a 2017 national survey, FQHCs 
themselves report they could not handle large increases to their client caseloads; only 6% said they 
could sustain a caseload increase of 50% or greater, and the majority said they could increase their 
caseloads by at most 24%.38 That is far below what Guttmacher’s analysis projects those FQHCs would 
have to do in most states, if they were to take the entire Title X client load. 
 
Moreover, a recent expert analysis has raised questions as to whether FQHCs could legally participate 
in Title X were the proposed rule to go into effect, which could result not only in no new FQHCs 
stepping into the gap left by excluding others from Title X, but in a departure of sites currently 

                                                 
36 Frost JJ and Zolna MR, Response to inquiry concerning the availability of publicly funded contraceptive care to U.S. 
women, memo to Senator Patty Murray, Senate Health, Education, Labor and Pensions Committee, New York: Guttmacher 
Institute, May 3, 2017, https://www.guttmacher.org/article/2017/05/guttmacher‐murray‐memo‐2017.  
37 Hasstedt K, Federally qualified health centers: vital sources of care, no substitute for the family planning safety net, 
Guttmacher Policy Review, 2017, 20:67–72, https://www.guttmacher.org/gpr/2017/05/federally‐qualified‐health‐centers‐
vital‐sources‐care‐no‐substitute‐family‐planning.  
38 Wood SF et al., Community Health Centers and Family Planning in an Era of Policy Uncertainty, Menlo Park, CA: Kaiser 
Family Foundation, 2018, https://www.kff.org/report‐section/community‐health‐centers‐and‐family‐planning‐in‐an‐era‐
of‐policy‐uncertainty‐report/.  
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receiving Title X from the program.39 Indeed, the National Association of Community Health Centers 
has stated its grave concerns with the proposed rule, urging the Department to withdraw it.40  
 
We urge the Department to rescind its proposed addition at Sec. 59.2(a)(12), which unduly emphasizes 
primary health services. 
 
 
Funding sites that provide an inadequate package of care  
By drastically altering the scope and purpose of the services Title X can support, and by pointedly 
undermining patients’ right to informed consent in their own health care, the proposed rule opens the 
door for organizations and programs to receive Title X funds despite providing inadequate medical 
care. The preamble further illustrates the Department’s intent, stating it hopes these changes will 
engage entities “that refuse to provide abortion counseling and referrals,” those that serve “patients who 
seek providers who share their religious or moral convictions,” and “specialized, single-method [natural 
family planning] service sites.”  
 
Sites that offer only a single contraceptive method have always been permitted as part of a Title X 
project, as long as the project overall makes a broad range of methods available to clients. However, the 
preamble’s explicit invitation to single-method sites, its emphasis on natural family planning in 
particular, and its call for particular applicants seem to open the door to entities like antiabortion 
counseling centers (or “crisis pregnancy centers”). Those entities most commonly do not have any 
medical staff and are not able or willing to provide many or all modern and FDA-approved methods of 
contraception. The proposed rule also suggests the Department’s interest in funding abstinence-only-
until-marriage programs, an intent put forward in the fiscal year 2018 funding opportunity 
announcement.  
 
Collectively, these proposed changes herald a sharp and concerning shift away from the fundamental 
purpose of the Title X program, which is to offer access to a broad range of family planning methods 
and services. Entities such as antiabortion counseling centers and abstinence-only programs approach 
family planning in a way that actively undermines Title X’s core tenets of ensuring patients’ 
contraceptive choices are voluntary and free from coercion. Moreover, shifting Title X dollars to such 
entities—and away from qualified health care providers that are able and equipped to provide 
comprehensive, patient-centered contraceptive and related services—would jeopardize individuals’ 
ability to obtain such care, and advance an unacceptably coercive agenda on Title X patients. 
 
We urge the Department to reconsider and rescind this redirection of Title X funds and programming. 
 
 
Infringing on Patient Confidentiality 
The proposed rule threatens the Title X program’s strong, decades-old protections for patient 
confidentiality, particularly for adolescent clients. It has the potential to do so in two main ways: by 
instituting increased and inappropriate pressure on Title X providers and their clients—particularly 

                                                 
39 Rosenbaum S et al., The Title X family planning proposed rule: what’s at stake for community health centers? Health 
Affairs Blog, June 25, 2018, https://www.healthaffairs.org/do/10.1377/hblog20180621.675764/full/.  
40 National Association of Community Health Centers, New: NACHC statement regarding the proposed rule for Title X 
funding, 2018, http://www.nachc.org/news/new‐nachc‐statement‐regarding‐the‐proposed‐rule‐for‐title‐x‐funding/.   

Case 3:19-cv-01184-EMC   Document 39-5   Filed 03/21/19   Page 16 of 27



Guttmacher Institute 16 July 31, 2018 

adolescents—to involve family members in their family planning decision-making, and by improperly 
inserting the Secretary into the enforcement of state reporting laws. 
 
The Title X statute encourages familial involvement in family planning decisions “to the extent 
practicable,” but does not mandate such involvement. The proposed rule disregards this important 
statutory limitation. Sec. 59.2 of the proposed rule adds a requirement that Title X providers document 
in the medical records of unemancipated minors “the specific actions taken by the provider to 
encourage the minor to involve her/his family (including her/his parents or guardian) in her/his decision 
to seek family planning services.” Without this documentation (and putting aside an extremely limited 
exception for circumstances where child abuse or incest is suspected), an unemancipated minor would 
appear to be barred from receiving confidential services for free. In addition, Sec. 59.5(a)(14) requires 
Title X projects to ensure that the records for every minor “document the specific actions taken to 
encourage such family participation (or the specific reason why such family participation was not 
encouraged).”  
 
However, when taking a health history, clinicians sometimes learn of circumstances (short of abuse) in 
a minor’s family that make it not “practicable,” or unrealistic or even harmful, to encourage the minor 
to involve their parents or guardians. In these situations, clinicians should not be required to take 
“specific actions” to encourage the minor to do so (and then document those specific actions) as the 
proposed rule requires. Doing so would violate medical ethics, and could deter adolescent clients 
concerned about maintaining their confidentiality from seeking needed family planning services.41 
 
On the subject of reporting requirements, Title X projects are required by law to comply with state law 
requiring notification or reporting of child abuse, child molestation, sexual abuse, rape, and incest. 
Clinicians providing services in Title X-funded already abide by and make reports in compliance with 
state and local reporting obligations. Appropriately, states and localities are charged with determining 
providers’ compliance with these laws.  
 
Sec. 59.17 of the proposed rule expands these reporting requirements to include intimate partner 
violence and human trafficking. It also may dramatically expand the Department’s authority to 
substitute its own judgment for that of the responsible state or locality: It would require Title X projects 
to provide “appropriate documentation or other assurance satisfactory to the Secretary” that it has met 
compliance requirements, and gives the Secretary the authority to review records “for the sole purpose 
of determining compliance” with reporting obligations. Such expanded authority on the part of the 
Department and Secretary would be inappropriate, and the threat of revoking Title X funding may 
result in harmful over-reporting on the part of providers. 
 
Further, Sec. 59.17 creates a problematic and entirely new requirement that requires providers to 
“conduct a preliminary screening of any teen” who has an STI or is pregnant “to rule out 
victimization.” It is unclear whether this provision is to be applied to minors (those under the age of 
consent, or 18 years old) or to all teens, which would include 18- and 19-year old young adults who are 
not subject to child abuse reporting laws. Regardless, this requirement is an unnecessary step beyond 

                                                 
41 Fuentes L et al., Adolescents’ and young adults’ reports of barriers to confidential health care and receipt of 
contraceptive services,  Journal of Adolescent Health, 2018, 62(1):36–43, 
https://www.guttmacher.org/article/2017/11/adolescents‐and‐young‐adults‐reports‐barriers‐confidential‐health‐care‐
and‐receipt.    
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federal and state reporting requirements—one that stigmatizes sexually active adolescents and could 
discourage them from seeking the care they need.  
 
Collectively, these proposed changes stand to undermine Title X’s long-standing commitment to patient 
confidentiality. Indeed, Title X’s longstanding and strong confidentiality protections are cited by 
patients as an important reason for seeking care at Title X–supported sites.35,42 The Department’s 
proposed rule demonstrates distrust in providers’ professional judgment and would harm the provider-
patient relationship by turning health care providers into interrogators. Furthermore, the proposed 
changes could stigmatize adolescents who are sexually active, lead them to withhold information from 
providers, discourage them from seeking care they need and potentially make care unaffordable for 
them. Ultimately, that would undermine patients’ health and safety. 
 
We urge the Department to rescind its proposed changes at 59.2 (regarding free care for 
unemancipated minors), 59.5(a)(14) (regarding documentation of family participation), 59.11 (adding 
new language expressing distrust in providers’ judgement around confidentiality and reporting) and 
59.17 (expanding requirements around potential abuse of minors). 
 
 
Diverting Already-Inadequate Program Resources 
The proposed rule would explicitly enable, and may in fact require, Title X‒funded entities to provide 
free contraceptive care to patients whose employer-based insurance does not cover contraception 
without cost-sharing because of the employer’s religious or moral opposition. This represents a radical 
and unjustified expansion of eligibility for free or reduced-cost services under Title X that could be 
costly and difficult for providers to implement. 
 
The statute requires that priority for Title X‒funded services be given to “persons from low-income 
families,” and that services be free for those individuals, “except to the extent that payment will be 
made by a third-party payer.” Long-standing regulations define “low-income” as an individual or 
household whose income is at or below the federal poverty level, and further provide that patients 
whose incomes are between 100% and 250% of the poverty level receive services discounted on a 
sliding fee scale. The statute gives the Secretary authority to define “low-income,” explaining that 
definition should “insure that economic status shall not be a deterrent to participation in the program.”    
 
At a minimum, the proposed rule would allow Title X sites to deliver contraceptive methods and 
counseling free of charge (as opposed to on a sliding fee scale) to individuals who have insurance 
through their employer, but whose employer denies such coverage under exemptions from the 
Affordable Care Act’s (ACA) contraceptive coverage guarantee. The proposed rule states these 
individuals “can” be considered low-income for purposes of eligibility under Title X, and the preamble 
states the rule would provide “free or low-cost family planning services for such women.”      
 
It is also seems possible the proposed rule intends to not just allow, but mandate, that all of these 
individuals receive care for free. The preamble explains “this proposed rule would amend the definition 
of ‘low-income family’ to include women who are unable to obtain certain family planning services 
under their employer-sponsored health insurance policies.” By definition, “low-income” individuals are 
to receive free care under Title X. Moreover, because the ACA’s contraceptive coverage guarantee 

                                                 
42 English A, Adolescent confidentiality protections in Title X, June 5, 2014, 
https://www.nationalfamilyplanning.org/document.doc?id=1559.   
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promises contraceptive methods, services and counseling without additional out-of-pocket costs, it 
seems any proposed “substitute” would be expected to deliver similarly free care.  
 
Regardless of whether these individuals are to receive free or reduced-cost services, Title X is simply 
not intended to—nor can it—meet the needs of insured individuals with incomes above 250% of 
poverty. The proposed change is not in keeping with the statutory requirement that the Secretary define 
eligibility for free services based on individuals’ “economic status.” Rather, it seems intended to fill a 
gap the Department itself is creating, by drastically expanding exemptions to the ACA’s contraceptive 
coverage guarantee.43 This would redirect limited Title X funding away from helping to deliver 
affordable contraceptive care to the low-income individuals who need it, and whom Congress clearly 
intended the Title X program to prioritize and support.  
 
Title X funding is already not able to keep pace with that need: According to Guttmacher’s most recent 
estimates, in 2014, Title X‒funded providers were able to meet only 19% of the need for publicly 
funded contraceptive care.44 This is a marked decline from previous years, likely due in part to 
reductions in Title X funding—and therefore providers’ capacity to meet the need for care—and to 
increasing proportions of individuals with health insurance coverage, specifically for contraceptive care 
without additional cost-sharing, under the ACA.  
 
It is unclear how many of those insured individuals would look to Title X for free care under the 
proposed rule, as the Department has not implemented any mechanism to track which organizations 
avail themselves of the exemption from the ACA’s contraceptive coverage guarantee, or how many 
enrollees and dependents would be affected by those exemptions.43 Thus, it is not feasible for the 
Department to appropriately estimate the economic impact of this provision of the proposed rule, nor to 
appropriately request and allocate funds in response to this type of new demand for Title X‒funded 
services.  
 
Implementing this new definition would also likely prove difficult and costly for service providers. 
They would have no clear way to determine eligibility for free or reduced-cost services, because 
employers objecting to contraceptive coverage are not required to report their use of the exemption to 
the Department. Moreover, if the Department intends for some services to be delivered at “low cost” 
(rather than free) as stated in the preamble, it is unclear how Title X‒funded sites would be expected to 
implement a sliding fee scale for these individuals, many of whom likely earn more than 250% of 
poverty.     
 
We urge the Department to rescind this expanded definition of “low income family” in Sec. 59.2 and to 
abandon its effort to divert Title X resources to fix a problem of its own creation.  
 
If the Department does not rescind these changes, we ask the Department to clarify whether it intends 
for all individuals affected by exemptions from the ACA’s contraceptive coverage guarantee to be 
provided free contraceptive methods, services and counseling by all Title X‒funded sites, in all 
circumstances.  

                                                 
43 Sonfield A, Despite leaving key questions unanswered, new contraceptive coverage exemptions will do clear harm, 
Health Affairs Blog, Oct. 17, 2017, https://www.guttmacher.org/article/2017/10/despite‐leaving‐key‐questions‐
unanswered‐new‐contraceptive‐coverage‐exemptions‐will.   
44 Frost JJ, Frohwirth LF and Zolna MR, Contraceptive Needs and Services, 2014 Update, New York: Guttmacher Institute, 
2016, https://www.guttmacher.org/report/contraceptive‐needs‐and‐services‐2014‐update.  
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We further ask the Department to specify how it would appropriately allocate funding based on this 
additional demand. And we ask the Department to specify how Title X providers would be expected to 
implement this requirement, including how they would be expected to verify that a prospective patient’s 
employer-based insurance is in fact refusing to cover contraceptive care.  
 
 
Underestimating the Economic Impact of the Proposed Rule 
The Department claims that the proposed rule would not be “economically significant,” meaning that it 
would not have an impact of $100 million or more in any one year. It makes similar claims around 
whether the rule would be an unfunded mandate for state, local or tribal governments or the private 
sector (with a $150 million threshold). We believe the Department is dramatically underestimating the 
potential economic costs of the proposed rule, has not properly conducted the required analyses to 
make those estimates, and has not shown sufficient data to support its contentions that the proposed rule 
would not be economically significant or constitute an unfunded mandate. 
 
According to Guttmacher Institute estimates from 2010 (the most recent year for which these data are 
available), the services provided within the Title X network saved approximately $7 for every public 
dollar invested, by helping patients avoid unintended pregnancies, STIs, cervical cancer and other 
health outcomes that have costs for Medicaid and other public health programs.45 This amounted to an 
estimated $7 billion in net federal and state government savings in a single year. The $100 million 
threshold for the rule to be economically significant would amount to only 1.4% of this $7 billion in 
savings to federal and state governments. The $150 million threshold for unfunded mandates would 
amount to only 2.1% of $7 billion. 
 
Available data suggests the proposed rule would result in far more than 2% of Title X’s contraceptive 
clients losing access to the comprehensive, high-quality services they need to avoid unintended 
pregnancies, STIs, cervical cancer, and other negative and potentially costly health outcomes. 
 
For example, the proposed rules seems designed to make it impossible for sites affiliated with Planned 
Parenthood to participate in Title X. As noted above, Planned Parenthood sites currently serve 41% of 
women who rely on Title X sites for contraceptive care and other Title X sites would have to 
dramatically increase their client loads in order to compensate for the loss of Planned Parenthood.27 In 
many areas, that simply would not be possible: According to a 2016 nationally representative survey of 
clients at Title X–funded health centers, 24% percent of clients at a Planned Parenthood site reported 
that it was the only place they could get the services they need.25 It is difficult if not impossible to 
imagine a scenario where the loss of Planned Parenthood from the Title X network does not result in an 
economic impact that is many times greater than $100 million per year. 
Similarly, the proposed rule would directly bar participation in Title X by entities that offer abortion 
with non–Title X dollars. In 2015, 10% of Title X–supported sites offered medication or surgical 
abortion with non-Title X funds.33 Losing those sites alone from the Title X network could have an 
economic impact well above the $100 million threshold, if the Department reallocated the Title X grant 
money to entities that do not provide high-quality, comprehensive contraceptive care.  
 

                                                 
45 Frost JJ et al., Return on investment: a fuller assessment of the benefits and cost savings of the US publicly funded family 
planning program, Milbank Quarterly, 2014, 92(4):696–749, http://onlinelibrary.wiley.com/enhanced/doi/10.1111/1468‐
0009.12080/. 
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In addition, the proposed rules would clearly disadvantage reproductive health–focused providers in the 
allocation of Title X grants. These reproductive health–focused sites include 81% of Title X–funded 
sites operated by health departments, hospitals and other independent providers.33 Collectively, these 
1,840 sites provide contraceptive care to an estimated 1.2 million women, or 32% of those who look to 
Title X for such services. 33,34 Again, the loss of these sites from the Title X network could easily have 
an economic impact well in excess of $100 million, assuming that the Department instead funded 
entities that lower quality and less-comprehensive contraceptive care. 
 
More broadly, 21% of Title X sites are in counties that do not have another safety-net family planning 
center (see Table 3, attached). Moreover, in 21% of all 3,142 U.S. counties, a Title X site is the only 
safety-net family planning center. Many of these sites may end up losing Title X funding under the 
proposed rule—for instance, because they cannot or will not comply with rule’s unethical restrictions 
on abortion counseling and referral or its efforts to undermine patient confidentiality, or because the 
Department uses the rule as a means of funneling Title X funds toward unqualified entities such as 
antiabortion pregnancy centers. 
 
We urge the Department to conduct proper, thorough analyses of the proposed rule’s economic 
significance and its potential to create an unfunded mandate, as required by federal law. 
 
 

*** 
 

 
In sum, the proposed rule seeks to: impose unwarranted and harmful requirements for the separation of 
Title X‒supported family planning from abortion services, impose substandard care on some of our 
nation’s most marginalized communities, and fundamentally subvert the very purpose of the Title X 
program. We strongly urge the Department to rescind the proposed rule in its entirety.  
 
If you need additional information about the issues raised in this letter, please contact Kinsey Hasstedt 
in the Institute’s Washington office. She may be reached by phone at 202.296.4012, or by email at 
khasstedt@guttmacher.org.  
 
Thank you for your consideration. 
 
Sincerely, 

 
Rachel Benson Gold 
Vice President for Public Policy 
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State

Alabama 86,180 0 0% 0%
Alaska 5,290 3,360 64% 174%
Arizona 31,820 16,750 53% 111%
Arkansas 51,510 4,590 9% 10%
California 1,014,320 704,630 69% 228%
Colorado 50,280 0 0% 0%
Connecticut 46,790 41,330 88% 757%
Delaware 13,480 4,200 31% 45%
District of Columbia 30,750 0 0% 0%
Florida 149,950 11,020 7% 8%
Georgia 59,450 0 0% 0%
Hawaii 19,750 960 5% 5%
Idaho 12,610 660 5% 6%
Illinois 119,730 50,340 42% 73%
Indiana 30,750 9,640 31% 46%
Iowa 35,970 19,360 54% 117%
Kansas 25,530 1,800 7% 8%
Kentucky 47,950 3,260 7% 7%
Louisiana 40,580 0 0% 0%
Maine 18,200 7,060 39% 63%
Maryland 67,410 26,390 39% 64%
Massachusetts 72,150 19,160 27% 36%
Michigan 67,250 40,520 60% 152%
Minnesota 61,280 43,400 71% 243%
Mississippi 46,920 0 0% 0%
Missouri 56,540 22,720 40% 67%
Montana 18,090 7,720 43% 74%
Nebraska 22,520 6,570 29% 41%
Nevada 10,310 0 0% 0%
New Hampshire 17,680 8,210 46% 87%
New Jersey 82,950 59,530 72% 254%
New Mexico 22,900 0 0% 0%
New York 275,510 144,640 52% 111%
North Carolina 111,010 12,860 12% 13%
North Dakota 9,620 0 0% 0%
Ohio 76,580 44,290 58% 137%
Oklahoma 56,290 8,520 15% 18%
Oregon 48,990 20,000 41% 69%
Pennsylvania 169,700 65,280 38% 63%

Table 1. Estimated impact on contraceptive client caseload among other types of Title X–funded centers 
if there were no Title X–funded Planned Parenthood centers, by state, 2015

Contraceptive clients served at Title X–funded centers:

Number served at
all centers

Number served at
Planned 

Parenthood 
centers

% served at
Planned 

Parenthood 
centers

% increase in 
contraceptive client 

caseload among 
non–Planned Parenthood 
Title X–funded centers if 

there were no Title 
X–funded Planned 

Parenthood centers*
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State

Table 1. Estimated impact on contraceptive client caseload among other types of Title X–funded centers 
if there were no Title X–funded Planned Parenthood centers, by state, 2015

Contraceptive clients served at Title X–funded centers:

Number served at
all centers

Number served at
Planned 

Parenthood 
centers

% served at
Planned 

Parenthood 
centers

% increase in 
contraceptive client 

caseload among 
non–Planned Parenthood 
Title X–funded centers if 

there were no Title 
X–funded Planned 

Parenthood centers*

Rhode Island 25,510 6,190 24% 32%
South Carolina 73,500 0 0% 0%
South Dakota 7,750 0 0% 0%
Tennessee 88,420 3,940 4% 5%
Texas 163,980 29,960 18% 22%
Utah 35,570 30,120 85% 553%
Vermont 8,200 8,200 100% §
Virginia 70,320 3,460 5% 5%
Washington 82,520 66,210 80% 406%
West Virginia 46,680 660 1% 1%
Wisconsin 30,850 24,240 79% 367%
Wyoming 9,790 0 0% 0%

Total 3,827,650 1,581,760 41% 70%

*Percentage increase takes into account the additional number of clients that existing sites would need to serve if 
there were no Title X–funded Planned Parenthood centers. §In 2015, there were no non-Planned Parenthood 
Title X–funded centers in the state. 

Notes:  Counts may not sum to total due to rounding. For more detailed information on how many additional 
contraceptive clients other Title X‒funded centers would have to serve, by type of center and by state, see Table 
2 here: https://www.guttmacher.org/article/2017/06/guttmacher-murray-memo-june-2017.

Source:  Zolna MR and Frost JJ, special analysis of the Guttmacher Institute’s 2015 Publicly Funded Family 
Planning Clinic Census, https://www.guttmacher.org/report/publicly-funded-contraceptive-services-us-clinics-
2015. 
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State
All Not FQHC Current 

caseload
Caseload if serving 

all Title X clients

Alabama        86,200          78,900         16,860                     95,760 468%
Alaska          5,290            5,290           8,850                     14,140 60%
Arizona        31,820          28,080         31,060                     59,140 90%
Arkansas        51,560          51,510           3,410                     54,920 1521%
California   1,014,340        772,160       600,420                1,372,580 129%
Colorado        50,320          37,310         36,060                     73,370 103%
Connecticut        46,800          41,710         18,260                     59,970 228%
Delaware        13,480          10,350           3,460                     13,810 299%
District of Columbia        30,750                 -           31,460                     31,460 0%
Florida      149,970        130,340         65,570                   195,910 199%
Georgia        59,450            7,090         64,110                     71,200 11%
Hawaii        19,750            3,000         17,380                     20,380 17%
Idaho        12,640          12,610           5,200                     17,810 243%
Illinois      119,750          75,790       106,620                   182,410 71%
Indiana        30,760          17,620         28,430                     46,050 62%
Iowa        35,980          33,000           7,580                     40,580 437%
Kansas        25,570          25,530           6,770                     32,300 378%
Kentucky        48,010          43,060         21,280                     64,340 202%
Louisiana        40,620          40,030         16,240                     56,270 247%
Maine        18,210          15,460           6,950                     22,410 223%
Maryland        67,440          58,290         25,950                     84,240 225%
Massachusetts        72,160          46,720         50,870                     97,590 92%
Michigan        67,240          64,600         26,660                     91,260 242%
Minnesota        61,300          61,280           8,580                     69,860 714%
Mississippi        46,970          41,920         13,190                     55,110 318%
Missouri        56,540          51,290         22,590                     73,880 227%
Montana        18,110          15,090           6,120                     21,210 247%
Nebraska        22,530          16,180           9,490                     25,670 171%
Nevada        10,340          10,060           2,740                     12,800 369%
New Hampshire        17,660          12,480           6,990                     19,470 179%
New Jersey        82,970          68,600         35,480                   104,080 193%
New Mexico        22,930          19,320         15,660                     34,980 123%
New York      275,540        228,500       149,120                   377,620 153%
North Carolina      111,040        108,380         16,970                   125,350 639%
North Dakota          9,620            9,620              840                     10,460 1144%
Ohio        76,630          74,700         34,080                   108,780 219%
Oklahoma        56,300          55,720           8,270                     63,990 676%
Oregon        49,020          39,500         23,760                     63,260 166%
Pennsylvania      169,710        146,370         47,600                   193,970 308%

Table 2. Summary data on numbers of contraceptive clients served at Title X–funded centers and at 
Federally Qualified Health Center (FQHC) sites, and level of increased capacity needed among 
FQHCs in order to serve all contraceptive clients obtaining care at non–FQHC Title X–funded 
centers, all by state, 2015

Number of contraceptive 
clients served at 

Title X–funded centers:

Number of contraceptive clients 
served at all FQHCs 

(Title X and not Title X–funded):

% increase in 
contraceptive client 

caseload among 
FQHCs if serving all 

Title X clients*
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State
All Not FQHC Current 

caseload
Caseload if serving 

all Title X clients

Table 2. Summary data on numbers of contraceptive clients served at Title X–funded centers and at 
Federally Qualified Health Center (FQHC) sites, and level of increased capacity needed among 
FQHCs in order to serve all contraceptive clients obtaining care at non–FQHC Title X–funded 
centers, all by state, 2015

Number of contraceptive 
clients served at 

Title X–funded centers:

Number of contraceptive clients 
served at all FQHCs 

(Title X and not Title X–funded):

% increase in 
contraceptive client 

caseload among 
FQHCs if serving all 

Title X clients*

Rhode Island        25,520            7,150         21,600                     28,750 33%
South Carolina        73,540          73,500         19,250                     92,750 381%
South Dakota          7,770            4,850           3,930                       8,780 124%
Tennessee        88,470          88,130         18,720                   106,850 472%
Texas      163,990        140,680         98,520                   239,200 143%
Utah        35,560          35,570           6,070                     41,640 586%
Vermont          8,210            8,200           4,470                     12,670 184%
Virginia        70,430          68,210         10,660                     78,870 643%
Washington        82,510          75,420         39,360                   114,780 192%
West Virginia        46,700          19,180         35,930                     55,110 53%
Wisconsin        30,860          30,850         13,300                     44,150 232%
Wyoming          9,800            6,930           3,690                     10,620 188%

Total   3,827,650     3,116,100    1,875,710                4,991,810 166%

*Percentage increase takes into account the additional number of clients that existing FQHC sites would 
need to serve if there were no Title X–funded centers. 

Source:  Zolna MR and Frost JJ, special analysis of the Guttmacher Institute’s 2015 Publicly Funded Family 
Planning Clinic Census, https://www.guttmacher.org/report/publicly-funded-contraceptive-services-us-clinics-
2015. 

Notes:  Counts may not sum to total due to rounding. FQHC=federally qualified health center site that served 
at least 10 contraceptive clients. For more detailed information on how many additional contraceptive clients 
FQHC sites would have to serve, see table 4 here: https://www.guttmacher.org/article/2017/05/guttmacher-
murray-memo-2017.
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State
All In counties 

with no other provider All
With at least one Title 

X–funded center and no 
other provider

Alabama 83 18 67 17
Alaska 5 0 29 0
Arizona 36 0 15 0
Arkansas 92 35 75 32
California 353 1 58 1
Colorado 64 13 64 12
Connecticut 20 0 8 0
Delaware 38 10 3 1
District of Columbia 23 0 1 0
Florida 142 12 67 9
Georgia 125 0 159 0
Hawaii 32 0 5 0
Idaho 33 10 44 10
Illinois 95 16 102 14
Indiana 33 10 92 10
Iowa 47 25 99 22
Kansas 63 47 105 46
Kentucky 128 73 120 70
Louisiana 67 13 64 12
Maine 43 6 16 2
Maryland 77 5 24 5
Massachusetts 90 1 14 1
Michigan 94 18 83 17
Minnesota 40 15 87 12
Mississippi 106 34 82 25
Missouri 79 20 115 18
Montana 26 7 56 6
Nebraska 28 13 93 13
Nevada 17 1 17 1
New Hampshire 22 4 10 3
New Jersey 49 3 21 3
New Mexico 65 3 33 3
New York 175 24 62 14
North Carolina 120 36 100 33
North Dakota 16 12 53 11
Ohio 78 21 88 20
Oklahoma 103 25 77 22
Oregon 81 8 36 6
Pennsylvania 169 21 67 15
Rhode Island 22 1 5 1
South Carolina 59 5 46 5
South Dakota 33 19 66 18

Table 3. Total number of Title X–funded centers and number that are in counties with no 
other publicly funded provider, and total number of U.S. counties and number with only Title 
X–funded centers, by state, 2015

Number of Title X–funded centers: Number of U.S. counties:
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State
All In counties 

with no other provider All
With at least one Title 

X–funded center and no 
other provider

Table 3. Total number of Title X–funded centers and number that are in counties with no 
other publicly funded provider, and total number of U.S. counties and number with only Title 
X–funded centers, by state, 2015

Number of Title X–funded centers: Number of U.S. counties:

Tennessee 129 37 95 30
Texas 96 14 254 13
Utah 14 0 29 0
Vermont 10 1 14 1
Virginia 135 53 133 51
Washington 64 10 39 6
West Virginia 146 45 55 20
Wisconsin 19 10 72 10
Wyoming 16 8 23 8

Total        3,700 763 3,142 649

Notes:  For more detailed information on numbers and types of clinics and clients by state and 
county, see: https://www.guttmacher.org/report/publicly-funded-contraceptive-services-us-clinics-
2015.

Source:  Zolna MR and Frost JJ, special analysis of the Guttmacher Institute’s 2015 Publicly Funded 
Family Planning Clinic Census, https://www.guttmacher.org/report/publicly-funded-contraceptive-
services-us-clinics-2015. 
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                                                                                                                                      Power in Practice 

1415 L Street, Suite 1000 
Sacramento, CA 95814 
916 441-1361 O Ι 916 443-2004 F 
 

canpweb.org 

July 31, 2018 
 
Secretary Alex Azar 
Department of Health and Human Services  
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 
 
Re: Comments on Department of Health and Human Services Proposed Rule, “Compliance 

with Statutory Program Integrity Requirements”, Docket ID No. HHS-OS-2018-0008 
(RIN: 0937-ZA00)  

 
Dear Secretary Azar, 
 
The California Association for Nurse Practitioners (CANP) appreciates the opportunity to comment on the 
Department of Health and Human Services’ (HHS) Proposed Rule, “Compliance with Statutory Program 
Integrity Requirements”, Docket ID No. HHS-OS-2018-0008 (RIN: 0937-ZA00), which pertains to the Title X 
federal family planning program.  On behalf of CANP, I am writing to register our opposition to the Proposed 
Rule and to request that the Title X program regulations remain unchanged from their existing form.  
 
Nurse practitioners (NPs) are advanced practice registered nurses (APRNs) who are licensed by the Board of 
Registered Nursing (BRN) and have pursued higher education, either a master’s or doctoral degree, and 
national certification as a NP.  NPs play an important role in the healthcare delivery system and provide a 
variety of care in settings including hospitals, community clinics, and private practice settings, many of which 
are located in medically underserved and vulnerable communities across our state.  CANP was established over 
forty years ago to represent California NPs and their patients, working to remove unnecessary barriers to care 
and to protect and expand the practice of the nurse practitioner profession. 
 
CANP believes that all women in the United States should have access to comprehensive, accurate information 
to seek and obtain affordable health care and make informed family planning decisions.  In place for almost 
five decades, Title X is the only federal program dedicated to funding family planning services for low-income 
individuals, helping these individuals access contraception, STD prevention and treatment, pregnancy tests, 
and cancer-screenings.  California’s Title X network is the largest in the nation, serving over 1 million 
individuals and saving taxpayers $1.3 billion annually.  
 
We are very concerned about the Proposed Rule and the severe reduction in access to family planning services 
that would occur if the Proposed Rule were implemented.  If enacted, the Proposed Rule could very likely result 
in unplanned teen pregnancies, untreated STDs and cancers, and significant costs to California’s healthcare 
system.   For these reasons, CANP respectfully requests that HHS retain the existing Title X program 
regulations in their current form and withdraw the Proposed Rule from consideration.  
 
Thank you for your time and consideration of our comments.  Please contact our Sacramento representative, 
Kristy Wiese with Capitol Advocacy, at (916) 444-0400 or kwiese@capitoladvocacy.com, if you have any 
questions. 
 
Sincerely, 
 
The California Association for Nurse Practitioners  
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Office of the President 
Lisa M. Hollier, MD, MPH, FACOG 
 

 
 
 
 
 
July 31, 2018 
 
The Honorable Alex Azar 
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
Re: HHS-OS-2018-0008; Compliance with Statutory Program Integrity Requirements 
 
Dear Secretary Azar: 
 
The American College of Obstetricians and Gynecologists (ACOG) appreciates the opportunity 
to submit comments in response to the proposed rule, “Compliance with Statutory Program 
Integrity Requirements” (Proposed Rule), published in the Federal Register on June 1, 2018 by 
the Department of Health and Human Services (HHS). The Proposed Rule would fundamentally 
undermine Title X of the Public Health Service Act (“Title X”). It puts at risk the patient-
physician relationship and the high-quality evidence-based care that millions of women, men, 
and adolescents receive each year. The Proposed Rule constitutes an improper restriction on the 
practice of medicine that, if implemented, would threaten access to reproductive health options 
and effective family planning methods for the patients who receive care through Title X. It 
would also place physicians in ethically compromised situations. It contains arbitrary standards 
and medically inaccurate terminology and, thus, represents a political attempt to interfere with 
the health care access available to low-income women, and to improperly restrict care that 
physicians and other medical professionals serving these populations are able to provide.  
 
ACOG is the nation’s leading organization of physicians who provide health services unique to 
women. As the only national medical specialty society of women’s health physicians, ACOG has 
more than 58,000 members representing more than 90 percent of all board-certified obstetrician-
gynecologists (ob-gyns) in the United States. ACOG advocates for policies that ensure access to 
health care for women throughout their lives and believes that a full array of clinical services 
should be available to women without costly delays or the imposition of cultural, geographic, 
financial, or legal barriers. Few federal programs are as important to women’s health care access 
as the Title X program. The services presently available through Title X health care providers 
include Food and Drug Administration (FDA)-approved contraceptive methods and counseling 
services, well-woman exams, breast and cervical cancer screenings, screening and treatment for 
sexually transmitted infections (STIs), testing for HIV, pregnancy testing and counseling, and 
other patient education and/or health referrals. Title X funds are not used for abortions. ACOG 
affirms the efforts of its members and other medical providers who practice at Title X-funded 
facilities to provide access to high-quality reproductive health care to all people regardless of 
their financial circumstances.   
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Contrary to the preamble of the Proposed Rule, which states that “the new regulations would 
contribute to more clients being served, gaps in service being closed, and improved client care 
that better focuses on the family planning mission of the Title X program,”i the proposed 
changes to the Title X program would jeopardize access to family planning and preventive health 
care for more than four million low-income women, men, and adolescents, and is antithetical to 
physicians’ codes of ethics and commitment to high-quality patient care. The Proposed Rule is 
laden with medically inaccurate terminology, prioritizing ideology over scientific evidence, 
exposing the arbitrary nature of the proposed regulation. For these reasons and those explained in 
full below, we call for the Proposed Rule’s immediate and complete withdrawal.  
 
I. The Title X program plays a critical role in our nation’s public health safety net.  

 
As the only federal grant program dedicated exclusively to providing low-income patients with 
essential family planning and preventive health services and information, Title X plays a vital 
role in ensuring that safe, timely, and evidence-based care is available to every woman regardless 
of her financial circumstances. Rates of adverse reproductive health outcomes are higher among 
low-income and minority women, and unintended pregnancy rates are highest among those least 
able to afford contraception.ii According to the HHS Office of Population Affairs website, 
“Access to quality family planning and reproductive health services is integral to overall good 
health for both men and women. Few health services are used as universally. In fact, more than 
99 percent of women aged 15–44 who have ever had sexual intercourse have used at least one 
contraceptive method.”iii  
 
The care made available to women through the Title X program has contributed to the dramatic 
decline in the unintended pregnancy rate in the United States, now at a 30-year low.iv Improved 
access to contraception and information for adolescents, including those provided by Title X 
projects, has contributed to a record low teen pregnancy rate.v The services provided by Title X 
projects help prevent nearly one million unintended pregnancies each year.vi 
 
In addition to pregnancy prevention, Title X projects meet other reproductive health needs for 
women, men, and adolescents. In 2016, Title X projects provided nearly five million STI tests, 
and provided more than 700,000 Pap tests and 900,000 clinical breast exams.vii Further, it is 
estimated that in 2010 alone, services provided by Title X projects helped avert 53,450 
chlamydia infections, 8,810 gonorrhea infections, 250 HIV infections, and 6,920 cases of pelvic 
inflammatory disease.viii 
 
The Title X program has improved the lives of women and their families, enabling many women 
to achieve greater educational, financial, and employment success and stability. These public 
health strides help American society in many ways, including by saving taxpayer dollars. 
Because of the high-quality health care that individuals have received through the Title X 
program, there is an estimated taxpayer savings of $7.09 for every dollar invested in the Title X 
program.ix  
 
The Proposed Rule would undermine the Title X program and detrimentally restrict the ability of 
patients to access care. If implemented, the Proposed Rule would limit access to vital preventive 
and often life-saving services for the more than four million patients seeking care annually at 
Title X-funded facilities. In addition, it would reverse our nation’s historic achievements in 
reducing unplanned and teen pregnancy rates, and make evidence-based contraception methods 
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inaccessible to women who otherwise cannot afford them, turning back the clock on women’s 
health. 
 
II. The Proposed Rule would interfere with the patient-physician relationship, restrict 

the information available to patients, and hinder the ability of physicians to practice 
medicine in accordance with their ethical obligations. 

 
ACOG’s Code of Professional Ethics for ob-gyns unequivocally states that “the patient-
physician relationship is the central focus of all ethical concerns, and the welfare of the patient 
must form the basis of all medical judgments.”x The patient-physician relationship is essential to 
the provision of safe and quality medical care, and political efforts to regulate elements of patient 
care and counseling can drive a wedge between a patient and her medical provider.xi HHS 
acknowledges in the preamble of the Proposed Rule that:  
 

“…[O]pen communication in the doctor-patient relationship would foster better over-all 
care for patients. While the benefit of open and honest communication between a patient 
and her doctor is difficult to quantify, one study showed that even “the quality of 
communication [between the physician and patient] affects outcomes . . . [and] influences 
how often, and if at all, a patient would return to that same physician.” Facilitating open 
communication between providers and their patients helps to eliminate barriers to care, 
particularly for minorities.”xii 
 

However, if implemented, the Proposed Rule would put the patient-physician relationship in 
jeopardy by placing restrictions on the ability of physicians to make available important medical 
information, permitting physicians to withhold information from pregnant women about the full 
range of their options, and erecting greater barriers to care, especially for minority populations.  
 

1. The Proposed Rule includes vague restrictions on counseling and removes the 
requirement that providers offer nondirective pregnancy options counseling, limiting 
information available to women. 

 
ACOG supports a woman’s right to decide whether to have children, to determine the number 
and spacing of her children, and to have the information, education, and access to health services 
to make those decisions.xiii ACOG’s Code of Professional Ethics states that physician respect for 
the right of patients to make their own choices about their health care is fundamental.xiv 
Physicians have an “ethical obligation to provide accurate information that is required for the 
patient to make a fully informed decision.”xv Yet, the Proposed Rule removes the requirement 
that providers receiving Title X funds offer the opportunity for pregnant women to receive 
nondirective counseling and information about their full range of pregnancy options, including 
prenatal care and delivery; infant care, foster care, or adoption; and pregnancy termination. This 
concerning deletion also removes the exception that counseling of pregnant women exclude 
those “option(s) about which the pregnant woman indicates she does not wish to receive.”xvi If 
implemented, the Proposed Rule would permit providers to withhold information from patients, 
and would permit, and in some cases require, the provision of counseling, information, and 
referral for services that the patient has clearly stated she does not wish to receive. In the case 
where a patient seeks counseling once pregnant, under the Proposed Rule a provider would not 
be permitted to offer such counseling, and instead would be required to provide the patient with a 
list of prenatal and/or social services, and would require that the patient “be provided with 

Case 3:19-cv-01184-EMC   Document 39-7   Filed 03/21/19   Page 4 of 19



4 
409 12th Street, S.W.    Washington, DC  20024-2188    Tel: 202.638.5577    www.acog.org 

information necessary to protect her health and the health of her unborn child.”

xviii

xvii ACOG 
opposes efforts to restrict the medical information that Title X providers can make available to 
their patients, especially where, as here, the restriction would prevent Title X providers from 
sharing complete and accurate medical information necessary to ensure that their patients are 
able to make fully informed medical decisions and obtain timely care.  Moreover, it is 
imperative that HHS, the nation’s foremost health policy agency, understand and orient all of its 
activities on a foundation firmly based on scientifically valid and appropriate terms and 
evidence. The term “unborn child” used in §59.14(b) of the Proposed Rule is not a medical term 
and should not be used in regulations governing a federal public health program. The agency’s 
use of terms such as this only further emphasizes the fact that the Proposed Rule is ideologically 
driven and does not align with evidence-based medicine.  
 
In addition to improperly restricting a physician’s ability to provide complete and accurate 
information to his or her patients, the requirements in the Proposed Rule surrounding what 
information a physician is permitted to share during nondirective counseling are vague and 
confusing. Specifically, the Proposed Rule contains a new requirement that grantees are not 
permitted to “promote, refer for, support, or present” abortion as a method of family planning.xix 
It is unclear to what extent counseling that references abortion would be permissible. For 
instance, would sharing ACOG’s patient education document, Frequently Asked Questions #168 
“Pregnancy Choices: Raising the Baby, Adoption, and Abortion” be considered a violation?xx 
Without additional guidance, grantees may interpret this language as a complete prohibition on 
any conversation with their patients that references abortion. At a minimum, these changes 
would have a chilling effect on providers, who could fear even mentioning the word abortion 
while counseling a patient on their options would violate the Title X regulations. Merely stating 
in the preamble of the Proposed Rule that “a doctor would be permitted to provide nondirective 
counseling on abortion,” while subjecting that counseling to vague and confusing restrictions, is 
not sufficient to describe the requirements the Proposed Rule is seeking to impose.  
 

2. The Proposed Rule dictates how physicians treat their patients, denies the ability of 
physicians to refer for abortion care, and discriminates among providers. 

 
Safe, legal abortion is a necessary component of women’s health care. In the United States, 
where nearly half of all pregnancies are unintended, almost one third of women will seek an 
abortion by age 45.

xxiii

xxi Despite reductions in the unintended pregnancy and abortion rates in 
recent years, rates remain higher among low-income and minority populations.xxii Many factors 
influence or necessitate a woman’s decision to seek abortion care. They include, but are not 
limited to, contraceptive failure, barriers to contraceptive use and access, rape, incest, intimate 
partner violence, fetal anomalies, and exposure to teratogenic medications. Additionally, 
pregnancy complications may be so severe that an abortion is the only measure to preserve a 
woman’s health or save her life.  As is acknowledged in the preamble of the Proposed Rule, 
Title X funds have never been used for abortion. However, the Proposed Rule goes beyond the 
statute in an effort to further restrict access to abortion care outside of the Title X program. 
 
Like all medical matters, decisions regarding abortion should be made by patients in consultation 
with their health care providers and without undue interference by outside parties. Like all 
patients, women obtaining abortion are entitled to privacy, dignity, respect, and support.xxiv The 
Proposed Rule inappropriately regulates provider interactions with patients, going so far as to 
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detail restrictions governing when a provider may offer certain referral information, and dictate 
how that information may be shared.  
 
ACOG’s Code of Professional Ethics states that ob-gyns should “serve as the patient’s advocate 
and exercise all reasonable means to ensure that appropriate care is provided to the patient.”

xxvii

xxv 
Yet, under the Proposed Rule, only when a patient who is currently pregnant “clearly states that 
she has already decided to have an abortion,” is a physician permitted to share a list of “licensed, 
qualified, comprehensive health service providers (some, but not all, of which also provide 
abortion, in addition to comprehensive prenatal care).”xxvi This provision could be read to 
arbitrarily deny the ability of a physician to provide a referral to a woman who decides after 
presenting to a Title X facility for care to have an abortion. In addition, the Proposed Rule states 
that “The list shall not identify the providers who perform abortion as such.”  This proposed 
regulation restricts the ability of physicians to provide clear, direct information to patients, and it 
even goes so far as to actively require physicians to withhold full and accurate information and 
provide referrals to providers that do not offer the service requested by the patient.  
 
The Proposed Rule further clarifies in the examples provided in proposed §59.14(e) that projects 
do not have to provide any referrals to abortion providers, even if directly requested by the 
patient, meaning that these changes would also lead to inconsistency in the information offered 
to patients at different Title X facilities. These provisions represent an improper intrusion into 
the patient-physician relationship, the importance of which is underscored in the preamble of the 
Proposed Rule. HHS has provided no justification for this complex and incredibly prescriptive 
requirement, nor is it supported by the statute. The result of such a regulation would be to 
mislead patients and delay their access to abortion care, placing providers in ethically 
compromised positions.  
 
As written, the Proposed Rule requires that a list of referrals for abortion defined by proposed 
§59.14(a) be provided by a medical doctor, and the preamble of the Proposed Rule suggests that 
counseling is also confined to a physician. This restriction will unnecessarily further limit access 
to information that can be – and often is today – provided by a qualified non-physician provider, 
and delay care for patients. ACOG recognizes that advanced practice clinicians, such as nurse-
midwives, physician assistants, and nurse practitioners, possess the clinical skills necessary to 
provide first-trimester medical abortion.xxviii There is no question that these non-physician 
providers are qualified to provide counseling and referrals to patients. In addition, roughly half of 
counties in the United States lack an ob-gyn, and those shortages are exacerbated in rural and 
underserved communities.xxix Ob-gyn workforce shortages are expected to increase – not 
decrease – in the coming years, with a projected shortage of 18 percent by 2030.xxx Through 
arbitrarily limiting the providers who can provide referrals to physicians, the Proposed Rule 
erects an unnecessary and unsupported barrier to care. 
 
The requirement that the list of referral providers be restricted only to those physicians who 
provide comprehensive prenatal care (as opposed to providers who only offer gynecological 
services) would further limit the care options offered to patients, and is not consistent with 
evidence-based medicine. The Proposed Rule would exclude physicians and medical providers 
who specialize in the provision of abortion and contraception. In addition, the Proposed Rule’s 
restrictions on referred providers would exclude older ob-gyns who have retired their obstetric 
practice but continue to provide gynecologic care, including abortion. According to ACOG’s 
2015 Survey on Professional Liability, the average age at which surveyed physicians stopped 
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practicing obstetrics was 48 years, which is considered the near-midpoint of a physician’s 
career.xxxi  
 
In cases where a patient is pregnant and does not “clearly state” her decision to have an abortion, 
the Proposed Rule requires that the patient be “referred for appropriate prenatal and/or social 
services (such as prenatal care and delivery, infant care, foster care, or adoption), and shall be 
given assistance with setting up a referral appointment to optimize the health of the mother and 
unborn child.”xxxii

xxxiii

 In addition to the inappropriate use of nonmedical language, as already 
addressed, proposed §59.14(b) undermines the patient-physician relationship, and is not 
reflective of the realities of that relationship, where a patient regularly seeks the counsel of their 
provider. It is also counter to the ethical obligations that physicians have to provide a pregnant 
woman who may be ambivalent about her pregnancy full information about all options in a 
balanced manner, including raising the child herself, placing the child for adoption, and abortion.  
ACOG has long recognized the physician’s “ethical obligation to provide accurate information 
that is required for the patient to make a fully informed decision.”   
 
The restrictions on counseling and referral information that can be shared by Title X providers 
may put them at increased risk of medical liability. As one example, the decision in Wickline v. 
State of California found that “it is no defense in a medical liability case to argue that physicians 
simply have followed a payer’s instructions.”xxxiv Ob-gyns already face greater liability risks 
than many of their physician colleagues, and many ob-gyns report changing their practice due to 
liability risks. Of those ob-gyns surveyed by ACOG in 2015, “delay in or failure to diagnose” 
was cited as one of the top three gynecologic liability allegations.xxxv By restricting the provision 
of clear, direct referrals to patients, based on the politically motivated requirements in proposed 
§59.14(a), the patient is faced with unnecessary barriers and delayed access to care, placing Title 
X providers at elevated risk of liability.  
   
Restrictions on counseling and referrals undercut a woman’s access to safe, legal abortion and 
jeopardize quality of care. The Institute of Medicine (now National Academy of Medicine) study 
titled “Crossing the Quality Chasm: A New Health System for the 21st Century” defines high 
quality care as health care that is safe, effective, patient-centered, timely, efficient, and 
equitable.xxxvi

xxxvii

 Any changes to the regulations governing the Title X program should aim to 
advance the quality of care received, in order to best meet patient needs and improve the safety, 
reliability, responsiveness, integration and availability of care. ACOG has long recognized that 
“[l]aws [or regulations] should not interfere with the ability of physicians to determine 
appropriate treatment options and have open, honest, and confidential communications with their 
patients. Nor should laws [or regulations] interfere with the patient’s right to be counseled by a 
physician according to the best currently available medical evidence and the physician’s 
professional medical judgment.”  The Proposed Rule’s restrictions on counseling and referral 
for abortion are a violation of the patient-physician relationship, undermine the quality of care 
provided to patients, place physicians in ethically compromising situations, and, accordingly, 
should not be implemented.   
 
III. The Proposed Rule’s onerous new reporting requirements for grantees raise safety 

concerns and are not required to ensure statutory compliance. 
 

The Title X program, as currently regulated, has considerable oversight and reporting 
requirements. Yet, the Proposed Rule seeks unprecedented additional oversight of Title X 
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grantees’ subrecipients, referral agencies and individuals, and other partners. The stated purpose 
of the newly proposed §59.5(a)(13) is to “ensure transparency in the delivery of services” by 
requiring that all grant applications and required reports include (1) name, location, expertise, 
and services provided or to be provided by subrecipients, referral individuals and agencies; (2) 
detailed description of collaboration with those entities, as well as less formal community 
partners; and (3) a clear explanation of how a grantee will “ensure adequate oversight and 
accountability for the quality and effectiveness of outcomes” for patients seen by subrecipients 
or referrals.xxxviii

xxxix

 The preamble appears to call into question the “governmental accountability for 
[Title X] funds” if HHS does not have this information, but does not offer any evidence to 
support this claim and fails to adequately justify these new requirements, nor account for the 
added costs to grantees.  These requirements are burdensome at best and dangerous at worst; 
they do not improve patient care and are contradictory to other initiatives currently being 
undertaken at HHS. 
 

1. The Proposed Rule is inconsistent with other administrative efforts to reduce regulatory 
burden. 

 
President Donald Trump’s Executive Order to “lower regulatory burdens on the American 
people,” and the Centers for Medicare and Medicaid Services’ (CMS) initiative titled “Patients 
Over Paperwork” are representative of an Administration-wide effort to reduce unnecessary 
regulatory burdens in federal programs, in particular those that impact health care providers.xl 
The stated goals of the Patients Over Paperwork initiative are to streamline regulations in order 
to “reduce unnecessary burden, increase efficiencies, and improve the beneficiary experience.”xli 
Despite this trend elsewhere within the Administration and HHS, the Proposed Rule seeks to add 
to the regulatory burden of the Title X program, by implementing new costly and time-
consuming reporting requirements. 
 

2. The Proposed Rule’s requirement that grantees report on all referral agencies and 
individuals, including services provided, is burdensome and raises safety concerns. 

 
It is not standard practice for providers to keep a dedicated and exhaustive list of all of the 
providers they interact with, whether through referral or consultation, nor to keep a 
comprehensive list of the services provided by those colleagues. The Proposed Rule would 
require Title X-funded entities to track services among referral networks that they are not funded 
to provide, and appears to suggest that Title X-funded entities would be held accountable for 
outcomes of patients who receive services at other facilities. This is outside the scope and 
purpose of the Title X program, and holds Title X providers to an unreasonable standard that is 
inconsistent with other federally-funded programs.  
 
The collection and reporting to HHS of the names, locations, expertise, and services provided by 
referral agencies and individuals, as required by proposed §59.5(a)(13)(i), raises several serious 
questions and concerns. For instance, what happens if a referral agency or individual is 
inadvertently left off of an application or report to HHS? Is a patient then unable to be referred to 
or receive care from that agency or individual? Alternatively, how would HHS manage a request 
by an agency or individual that wishes to be removed from a reported list? In addition, because 
the Proposed Rule only permits referral for abortion to providers who also offer comprehensive 
prenatal care, proposed §59.5(a)(13)(i) would require grantees to provide the names and 
locations of those providers who may not otherwise advertise their abortion services to the 
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public. It is unclear what purpose collecting this information would serve aside from establishing 
an inventory or registry at HHS of the names and locations of abortion providers. Abortion 
providers face violence and threats to themselves, their staff, and their families.xlii The Proposed 
Rule provides no assurance of confidentiality for those referral providers listed, nor does it 
provide a guarantee that the information would not be used for other purposes.  
 
HHS seeks comment on whether HHS should impose additional policies or requirements on 
referral agencies, specifically “expanding the requirement that referral agencies that do not 
receive Title X funds but nevertheless provide information, counseling, or services to Title X 
clients be subject to the same reporting and compliance requirements as do grantees and 
subrecipients.”xliii Such an expansion of reporting requirements is well beyond the scope of the 
Title X program and should not be pursued. Requiring providers that do not receive federal Title 
X funding to comply with onerous reporting requirements is inappropriate and would serve as a 
disincentive for those providers to serve as referrals for Title X patients. This would exacerbate 
barriers to specialty care already faced by low-income patients, particularly those living in rural 
or other underserved communities.xliv  
 
IV. The Proposed Rule undermines access to evidence-based family planning methods. 
 
All people seeking care in Title X programs should have access to the contraceptive method that 
works best for their individual circumstances. We are concerned that the Proposed Rule lowers 
the threshold on the contraceptive services available at Title X-funded organizations, limiting 
access to a woman’s contraceptive method of choice, and negatively impacting the quality of 
care provided to patients. The Proposed Rule also appears to prioritize new Title X projects that 
do not offer a broad range of the most effective contraceptive methods. Collectively, if 
implemented, these changes will result in reduced access to the most effective contraception 
methods, threatening to reverse decades of progress, including our nation’s historic achievements 
in reducing unplanned and teen pregnancy rates. 
 

1. The Proposed Rule lowers the standards for what family planning services must be 
offered.  

 
As stated above, ACOG supports a woman’s right to decide whether to have children, and to 
determine the number and spacing of her children. ACOG believes a woman must have 
unhindered access to information, education, and health services, including the full range of 
contraceptive methods, in order to make the best decision for herself and her family.

xlvii

xlviii

xlv Currently, 
Title X projects must provide a “broad range of acceptable and effective medically approved 
family planning methods (including natural family planning) and services.”xlvi Access to “the full 
range of FDA-approved contraceptive methods” has likewise been deemed an essential feature of 
quality family planning by the U.S. Office of Population Affairs, which administers Title X, and 
the Centers for Disease Control and Prevention in their authoritative clinical guidelines for 
quality care, the Quality Family Planning (QFP) recommendations.  Despite this body of 
evidence, the Proposed Rule removes the requirement that methods of family planning be 
“medically approved,” instead placing increased emphasis on the provision of natural family 
planning (NFP) and “other fertility-awareness based methods.”  In contrast, the QFP 
recommendations emphasize that family planning care should be “medically accurate, balanced, 
and provided in a nonjudgmental manner.”xlix This modification to the requirements that must be 
met by family planning projects, together with the newly proposed definition of “family 
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planning” appears to be diluting long-standing Title X program requirements, lowering the 
standards governing the services that must be offered. These changes threaten the quality of 
family planning available to Title X patients. In addition, the Proposed Rule inserts “adoption” as 
a service to be offered by a family planning project.l Such an expansion of services is puzzling 
and appears outside the intended scope of the Title X program. 
 

2. The Proposed Rule’s permissive language may result in fewer Title X-funded sites 
providing the broad range of contraceptive methods that have been a core part of the 
program since its inception. 

 
The current regulations allow, though do not encourage, organizations receiving Title X funds to 
offer only a single method of family planning “as long as the entire project offers a broad range 
of family planning services.”li The Proposed Rule is much more permissive, appearing to 
encourage the inclusion of more providers within a Title X project that only offer a single 
contraceptive method or very limited methods, putting at risk access to the most effective – and 
often most desired and expensive – forms of contraception, such as long-acting reversible 
contraception (LARC).lii  
 
The Proposed Rule appears to justify this new emphasis by stating in the preamble that “it has 
become increasingly difficult and expensive for a Title X project to offer all acceptable and 
effective forms of family planning.”

lviii

liii However, the Proposed Rule does not provide evidence to 
support this statement. In fact, a recent study by the Kaiser Family Foundation and George 
Washington University found that Title X-funded health centers are far more likely than non-
Title X-funded health centers to provide a larger range of effective family planning methods 
onsite and to offer services associated with high quality care.liv This study found that health 
centers that receive Title X funds were nearly twice as likely to offer onsite dispensing of oral 
contraceptives (78 percent versus 41 percent) and more than 1.5 times more likely to offer 
LARCs, including the contraceptive implant and intrauterine devices (IUDs).lv In fact, the 
availability of onsite oral contraceptive pills has significantly decreased among clinics that do 
not receive Title X funding, from 53 percent in 2011 to 41 percent in 2017.lvi While the Proposed 
Rule suggests the proposed changes would improve access to and quality of care provided at 
Title X-funded sites, evidence indicates that Title X-funded sites are more likely than non-Title 
X-funded sites to follow recommendations of the U.S. Preventive Services Task Force and QFP 
recommendations, such as screening sexually active women age 25 or younger for chlamydia 
that can result in infertility if untreated. lvii,   
 
Additionally, while Title X does not currently require each service site to offer the full range of 
contraceptive methods, Title X service sites are required to consult with existing local and 
regional projects that serve the same population. The Proposed Rule removes the requirement 
that new Title X applicants communicate with existing health resources serving the same area. 
By removing this requirement for open communication and coordination between service sites 
for a shared population, there is no assurance that the population in a particular area has 
sufficient access to a broad range of the most effective methods of contraception. The Proposed 
Rule erroneously argues that “loosening the status quo” will allow sites a broader reach, but there 
is no evidence to support this assumption.lix  
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3. The Proposed Rule appears to give preference to Title X projects that provide only 
limited contraception options, risking access to comprehensive contraceptive care for 
large parts of the traditional Title X population. 

 
By lowering the threshold for participation in the Title X program, we are concerned that HHS 
will prioritize organizations with little or no experience providing sexual and reproductive health 
care. While NFP and fertility awareness-based methods of family planning have always been 
included in the full range of contraceptive options offered to women seeking family planning 
care, the new emphasis on NFP in the Proposed Rule is a major departure from the previous 
focus on counseling women on the most effective methods. When fertility awareness is used to 
prevent pregnancy, in the first year of typical use, as many as one in four women will have an 
unintended pregnancy.lx Underserved women, including those who are low-income, already 
experience the highest rates of unintended pregnancy and abortion, and the Proposed Rule could 
further exacerbate those disparities.lxi  
 
HHS’s apparent preference for organizations utilizing fertility awareness-based methods could 
leave large populations without access to the most effective methods of family planning. 
Medically underserved populations, including racial and ethnic minorities, LGBTQ individuals, 
and adolescents will be most harmed by this reduction in access. ACOG’s recommendations for 
adolescent contraceptive care specifically advise that discussions about contraception begin with 
the most effective methods first.

lxiii

lxii Deviating from this recommendation is of significant concern 
as there is a knowledge gap among this population. Data on unmarried young adults aged 18-29 
years in the U.S. suggests misperceptions are common regarding contraception use, and there is a 
gap between intent and behavior in preventing unintended pregnancy.  Encouraging more 
single-method or limited method service providers within a Title X project will threaten access to 
comprehensive information about the full range of contraception methods, and is at odds with 
evidence-based recommendations. 
 
Moreover, the suggested preference for providers offering only NFP methods over medical 
providers who offer a larger range of FDA-approved contraceptive methods is out of proportion 
with the known preferences of many Americans. The Proposed Rule contends many people 
would prefer “single-method NFP service sites,” however, utilization of NFP methods in the 
U.S. is in fact low, with only approximately 2 percent of sexually active women aged 15-44 
choosing NFP in 2014.

lxvii

lxviii

lxiv,lxv By contrast, 67 percent of women who use contraception choose 
more effective methods of contraception (the pill, patch, implant, injectable, vaginal ring, and 
condom).lxvi Clinical recommendations including both the QFP recommendations and the Health 
Resources and Services Administration-supported Women’s Preventive Services Initiative 
(WPSI) assert that offering the full range of FDA-approved methods is a core component of 
quality family planning care.  The proposed changes would put at risk women’s access to their 
preferred method of contraception. How does HHS plan to ensure that quality care is 
safeguarded for all Title X patients, including the QFP and ACOG recommendations that women 
have access to their preferred method of contraception? ,lxix 
 
Of note, the preamble of the Proposed Rule references ACOG and WPSI’s inclusion of “fertility 
awareness-based methods” in its clinical recommendations of contraception as a women’s 
preventive service. However, HHS selectively excludes the substance of WPSI’s clinical 
recommendations for contraception, incorrectly suggesting that ACOG either supports fertility 
awareness-based methods over other methods, or views fertility awareness-based methods as 
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equally effective as FDA-approved methods.lxx Indeed, the WPSI recommendations were clear 
that fertility awareness-based methods are “less effective” than FDA approved methods of 
contraception but should be provided for women desiring an alternative method. To ensure there 
is no confusion as to ACOG and WPSI recommendations, read in full, the WPSI clinical 
recommendation for contraception states: 
 

“The Women’s Preventive Services Initiative recommends that adolescent and adult 
women have access to the full range of female-controlled contraceptives to prevent 
unintended pregnancy and improve birth outcomes. Contraceptive care should include 
contraceptive counseling, initiation of contraceptive use, and follow-up care (eg, 
management, and evaluation as well as changes to and removal or discontinuation of the 
contraceptive method). The Women’s Preventive Services Initiative recommends that the 
full range of female-controlled U.S. Food and Drug Administration-approved 
contraceptive methods, effective family planning practices, and sterilization procedures 
be available as part of contraceptive care. 
 
The full range of contraceptive methods for women currently identified by the U.S. Food 
and Drug Administration include: (1) sterilization surgery for women, (2) surgical 
sterilization via implant for women, (3) implantable rods, (4) copper intrauterine devices, 
(5) intrauterine devices with progestin (all durations and doses), (6) the shot or injection, 
(7) oral contraceptives (combined pill), 8) oral contraceptives (progestin only, and), (9) 
oral contraceptives (extended or continuous use), (10) the contraceptive patch, (11) 
vaginal contraceptive rings, (12) diaphragms, (13) contraceptive sponges, (14) cervical 
caps, (15) female condoms, (16) spermicides, and (17) emergency contraception 
(levonorgestrel), and (18) emergency contraception (ulipristal acetate), and additional 
methods as identified by the FDA. Additionally, instruction in fertility awareness-based 
methods, including the lactation amenorrhea method, although less effective, should be 
provided for women desiring an alternative method.”lxxi 

 
It is ACOG’s unequivocal position that all women and adolescents should have unhindered and 
affordable access to comprehensive contraceptive care and contraceptive methods as an integral 
component of women’s health care. The Proposed Rule threatens that access.  
 
V. The Proposed Rule creates substantial burdens on qualified providers and puts at 

risk access to quality family planning services for low-income women and 
adolescents. 

 
The Proposed Rule is designed to make it impossible for specialized reproductive health 
providers, like Planned Parenthood health centers, to continue to participate in the program, by 
requiring more than mere programmatic separation between Title X project activities and 
abortion-related activities, including referrals and counseling. These requirements threaten 
patient access to comprehensive reproductive health care, ignore the significant role specialized 
providers play in the Title X program, and further marginalize comprehensive reproductive 
health-focused providers from mainstream medical care.  
 
Requiring complete financial and physical separation is a clear effort to force out reproductive 
health-focused providers and prioritize providers that do not specialize in reproductive health 
care. Planned Parenthood plays an outsized role in the Title X program, and the loss of these 
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service sites would disproportionately affect medically underserved patients including women of 
color, who make up more than half of all Title X patients, and women living in rural areas.lxxii

lxxiii

lxxiv

 
The Proposed Rule provides HHS broad discretion to evaluate individual Title X funding 
recipients’ compliance with the new physical and financial separation standard, considering at 
least four factors: (1) separate accounting records; (2) degree of separation of facilities; (3) the 
existence of separate personnel, electronic or paper-based health care records and work stations; 
and (4) the extent to which signs and other forms of identification of the Title X program are 
present, and signs and material referencing or promoting abortion are absent.  These factors 
reverse HHS’s longstanding interpretation that if a Title X grantee can demonstrate separation of 
financial records, counseling and service protocols, and administrative procedures, “then it is 
hard to see what additional statutory protection is afforded by the imposition of a requirement for 
‘physical’ separation.”  HHS does not adequately justify this reversal.  
 
The preamble of the Proposed Rule states that the “optics and practical operation of two distinct 
services within a single collocated space are difficult, if not impossible to overcome.” However, 
this statement is not supported by evidence, as can be seen by the emergence of multi-specialty 
practices (MSPs). MSPs are defined as practices offering various types of medical specialty care 
within one organization. There is some evidence to suggest these practices may provide higher 
quality care at a lower cost, when compared to small group practices, including one analysis 
published in Health Affairs that found that patients of MSP providers received more evidence-
based care than patients of non-MSP providers.lxxv 
 
HHS requests comment on whether additional regulatory provisions are necessary, yet offers no 
justification for why even this proposed separation is warranted. The proposed reorganization of 
Title X provider sites will already have significant repercussions on patient access, and should be 
revoked. No further regulatory modifications should be pursued.  
 

1. Eliminating specialized reproductive health-focused providers will result in a significant 
gap in access that the health care system is not equipped to handle. 

 
Planned Parenthood sites represent only 13 percent of Title X service sites yet serve 41 percent 
of all Title X patients.lxxvi

lxxvii

lxxviii

lxxix

 While Planned Parenthood is not explicitly named in the Proposed 
Rule, the dramatic changes to Title X compliance requirements would have an immense effect 
on Planned Parenthood service sites. Evidence demonstrates that other providers, including 
Federally Qualified Health Centers (FQHCs), would not have the capacity to absorb the nearly 2 
million contraceptive patients who would lose access to care.  Not all FQHC sites offer 
contraceptive care services, and among those who do, the average site serves 320 contraceptive 
clients in a year. By contrast, the average Planned Parenthood health center serves 2,950 
contraceptive clients annually.  Moreover, FQHC sites often score lower on critical 
indicators of quality contraceptive care than Planned Parenthood health centers. For example, 
Planned Parenthood sites are more likely to offer the full range of contraceptive methods, and 
specific services such as same-day insertion of LARC methods and on-site dispensing of oral 
contraceptives.  
 
There is also strong evidence of adverse changes in contraception provision and serious public 
health consequences in states that have eliminated Planned Parenthood from their family 
planning programs. When Texas excluded Planned Parenthood from a state program serving 
low-income patients, the number of women using the most effective methods of birth control 
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decreased by 35 percent, and the number of births covered by Medicaid increased by 27 
percent.

lxxxi

lxxx In addition to losing access to family planning services, communities also lose access 
to STI testing and treatment. When public health funding cuts in Indiana forced many clinics, 
including Planned Parenthood health centers, to close, rural areas of the state experienced a 
dramatic HIV outbreak. Access to STI testing at Planned Parenthood clinics could have 
minimized or even prevented the outbreak.  Targeting comprehensive reproductive health care 
providers, like Planned Parenthood, puts a larger range of health care services at risk for 
medically underserved communities. 
 
We are also concerned by the requirement that grantees provide comprehensive primary care on 
site. Not only is that not a statutorily permissible use of Title X funds, it will further limit eligible 
entities, cutting otherwise qualified women’s health providers from the program. The existing 
primary care workforce is poorly distributed, with fewer physicians, advanced practice nurses, 
and physician assistants located in underserved communities, particularly in rural areas. More 
than half of Planned Parenthood health centers are located in rural and medically underserved 
areas, helping to minimize the gap in both preventive and reproductive health services for 
populations in those communities.lxxxii

lxxxiii lxxxiv

 If the Proposed Rule were implemented, the U.S. health 
system would not be prepared to meet this need; both ob-gyns and primary care physicians face 
workforce shortages. As stated above, ACOG projects an ob-gyn shortage of 18 percent by 2030, 
and the Association of American Medical Colleges has projected a shortfall of as many as 49,300 
primary care physicians and as many as 72,700 nonprimary care physicians by 2030. ,  
Limiting the eligibility of current Title X providers would exacerbate this women’s health 
workforce shortage.  
 
The Proposed Rule does suggest applicants can meet this requirement via a robust referral 
linkage with primary care providers who are “in close physical proximity,” but HHS neglects to 
define this term.lxxxv For Title X clinics located in rural areas facing severe primary care provider 
shortages, how does HHS suggest they meet these new requirements to provide ‘holistic’ 
primary care? How will this requirement be measured in health professional shortage areas 
where there are few primary care providers?  
 
If implemented, the Proposed Rule would exacerbate racial and socioeconomic disparities in 
access to care by leaving Title X patients, who are disproportionately black and Latinx, without 
alternate sources of care. Restricting access to qualified providers will increase rates of 
unplanned pregnancy, pregnancy complications, and undiagnosed medical conditions, leaving 
patients worse off than they are today. 
 
VI. The Proposed Rule undermines critical confidentiality protections for minors, 

erecting additional barriers to care.  
 
Family planning services are particularly important for adolescents. The United States has the 
highest adolescent pregnancy rate in the industrialized world.lxxxvi

lxxxvii

 In addition, adolescents and 
young adults are more likely to acquire sexually transmitted infections than older 
individuals.  Projects funded through Title X are expressly required by law to provide care to 
adolescent patients. The current Title X regulations fulfill this mandate through requiring that 
Title X facilities provide services to adolescents on a confidential basis. Existing law requires 
that Title X grantees certify that they encourage minors to include their family in their decisions 
to seek family planning services.    
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The Proposed Rule threatens access to care for adolescents particularly through its weakening of 
confidentiality protections for adolescents seeking family planning care. Without these 
protections, adolescents, especially those without adult support systems, may be more likely to 
delay or not receive needed, sometimes lifesaving care.lxxxviii

lxxxix

 ACOG and other major medical 
associations support efforts to reasonably encourage adolescents to involve their parents in their 
decision to seek reproductive healthcare. However, when taking a health history, clinicians 
sometimes learn of circumstances (short of abuse) in a minor’s family that make it not 
“practicable,” or unrealistic or even harmful, to encourage the minor to involve their parents or 
guardians.  In these situations, clinicians should not be mandated to take “specific actions” to 
encourage the minor to do so (and then document those specific actions) as the Proposed Rule 
requires.xc ACOG and other major medical associations recommend that adolescents receive 
confidential, comprehensive reproductive health care without mandated parental notification or 
consent.xci According to the American Academy of Pediatrics, “…policies supporting adolescent 
consent and protecting adolescent confidentiality are in the best interests of adolescents. 
Accordingly, best practice guidelines recommend confidentiality around sexuality and sexually 
transmitted infections (STIs) and minor consent for contraception.”xcii Ensuring adolescent 
confidentiality is not only consistent with medical ethics, but also with the importance of 
ensuring a strong patient-physician relationship.  
 
The Proposed Rule creates barriers to adolescents receiving confidential care. The Title X 
program should continue to ensure that adolescents are able to access confidential care, while 
maintaining compliance with all state and federal laws. Failure to do so will erect additional 
barriers to adolescents seeking preventive and lifesaving reproductive health care and will also 
undermine the patient-physician relationship.  
 
VII. The Proposed Rule redefines “low-income family” in a way that is contrary to Title 

X and puts low-income patients presently relying on Title X services at risk of losing 
access. 

 
The current Title X regulations require that “no charge will be made for services provided to any 
person from a low-income family” except to the extent that payment can be made by a third-
party payer, such as commercial insurance or Medicaid.xciii The preamble of the Proposed Rule 
highlights the increased need for publicly funded family planning services, “as the number of 
Americans at or below the poverty level has increased,” yet at the same time redefines “low-
income family” to include women whose employer-based health insurance coverage does not 
cover contraception due to the employer’s religious or moral objections.xciv,xcv This expanded 
definition would potentially require Title X providers to provide free contraceptive services to 
any woman whose employer objects to insurance coverage of contraception, regardless of her 
income. HHS has recently expanded the availability of exceptions to the contraceptive coverage 
requirements of the Affordable Care Act to a broad range of employers. By proposing to expand 
the definition of “low-income family,” the Proposed Rule would greatly increase the number of 
women who qualify for Title X-funded services, without providing any additional funding or 
support to ensure the program can sustain this patient increase. The Title X program was not 
designed to absorb the unmet needs of all individuals above 250 percent of the federal poverty 
level. Additionally, Title X is designed to subsidize a program of care, not pay the full cost of 
any service or activity. Title X regulations encourage Title X projects to work with third-party 
payers to reduce the cost of the program. The Title X program is already underfunded, and 
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without additional funding from Congress, the Proposed Rule would result in even fewer 
resources to serve low-income patients, in direct contrast to the Proposed Rule’s stated intent. 
The Title X network does not have the capacity to serve a flurry of new middle-income patients 
who have insurance coverage through their employer, nor the resources to serve those patients at 
low- or no-cost. 
 

*** 
 
Policy decisions about public health must be firmly rooted in science, and increase access to 
safe, effective and timely care. Policies and regulations that improperly restrict the practice of 
medicine, place political preferences over medical necessities, and restrict the ability of millions 
of women, men, and adolescents to access high quality care should not be implemented. The 
Proposed Rule would interfere with the patient-physician relationship, exacerbate disparities for 
low-income and minority women, men, and adolescents, and harm patient health. We urge HHS 
to immediately withdraw the Proposed Rule. Thank you for your full consideration of our 
comments. 
 
Sincerely, 

 
Lisa M. Hollier, MD, MPH, FACOG 
President  
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XAVIER BECERRA        State of California

Attorney General        DEPARTMENT OF JUSTICE

1300 I STREET, SUITE 125
P.O. BOX 944255

SACRAMENTO, CA 94244-2550
Public:  (916) 445-9555

Attorneys General of California, Connecticut, Delaware, Hawai i, Illinois,

Iowa, Maine, Maryland, Minnesota, New Jersey, New Mexico, North

Carolina, and the District of Columbia

July 30, 2018

Via Federal eRulemaking Portal

Secretary Alex M. Azar II

Assistant Secretary ADM Brett P. Giroir, M.D.

Deputy Assistant Secretary Diane Foley, M.D., FAAP

Office of the Assistant Secretary for Health

Office of Population Affairs

Attention:  Family Planning

U.S. Department of Health and Human Services

Hubert H. Humphrey Building, Room 716G

200 Independence Avenue SW

Washington, DC 20201

RE: Comments on Proposed Rule:  Compliance With Statutory Program Integrity, 83 Fed.

Reg. 25502 (June 1, 2018), RIN 0937-ZA00

Dear Secretary Azar, Assistant Secretary Giroir & Deputy Assistant Secretary Foley:

We, the Attorneys General of California, Connecticut, Delaware, Hawai i, Illinois, Iowa,

Maine, Maryland, Minnesota, New Jersey, New Mexico, North Carolina, and the District of

Columbia write today to urge the U.S. Department of Health and Human Services (HHS) to

withdraw the Proposed Rule: Compliance With Statutory Program Integrity, 83 Fed. Reg. 25502

(June 1, 2018), RIN 0937-ZA00 (Proposed Rule).  The regulation severely undermines the Title

X family planning program, restricting access to affordable, life-saving reproductive healthcare.

In our States alone, this Proposed Rule will impact over 1.6 million patients.

Title X has successfully provided critical care in our States for decades.  As State

Attorneys General, we have a duty to protect our residents, safeguard their health and safety, and

defend state laws.  If implemented, this Proposed Rule will have significant negative impacts on

states; their residents, including women, LGBTQ individuals, and other marginalized
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populations; doctors and other women’s healthcare providers; and numerous entities in the states

that receive federal healthcare funding.

Title X is the only national family planning program that serves low-income women and

families and otherwise underserved communities.  Title X provides patients with basic primary

and preventive healthcare services, including well-woman exams, lifesaving cervical and breast

cancer screenings, birth control, contraception education, and testing and treatment for sexually

transmitted infections (STIs), including HIV.  Our States collectively and uniquely are served by

this program:

California benefits from the largest Title X program in the nation, which funds

providers throughout the State to support the delivery of quality preventive and

reproductive healthcare.  California’s Title X family planning program

collectively serves more than one million patients annually—over 25% of all Title

X patients nationwide—through 59 healthcare organizations, operating nearly 350

health centers in 37 of California’s 58 counties.

In Connecticut, Title X clinics served over 43,000 individuals at 17 different sites

in 2017.  About 85% of all those served had incomes below 250% of the federal

poverty level.

In Delaware, the Delaware Health and Social Services is the Title X grantee.  In

2017, the US Department of Health and Human Services’ Office of Population

Affairs (OPA) granted $1,135,000 to Delaware.  In 2017, Delaware’s 55 Title X

clinics served 19,132 patients.

In the District of Columbia, Title X funding supports access to high-quality

family planning and sexual health care at 35 service sites across the District.  Nine

of the service sites are Federally Qualified Health Centers, and the remaining 26

service sites throughout the District include school-based health centers and

mobile clinics for individuals experiencing homelessness.  Title X funding

enabled these service sites to serve more than 51,000 individuals in Fiscal Year

2016.

In Hawai i, the Hawai i State Department of Health and Planned Parenthood of

the Great Northwest and the Hawaiian Islands are the Title X grantees.  In 2017,

the OPA granted $2,987,300 to support 37 service sites across the island state.  In

2016, Title X served 13,335 patients.

In Illinois, Title X clinics served over 110,000 individuals in 2016.  As of April

2018, more than 98 facilities receive Title X funding in Illinois.  Illinois’s

Department of Public Health Family Planning Program is a Title X grantee and
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funds more than 65 clinic sites that include health departments, hospital-based

clinics, single service not-for-profit agencies, federally qualified health centers,

and community-based organizations.

In Iowa, Family Planning Council of Iowa and the Iowa Department of Public

Health are the Title X grantees.  In 2017, the OPA provided $4,077,000 to support

access to high-quality family planning and sexual health care at 40 service sites

across the state.  In 2016, Iowa’s Title X clinics served 37,607 patients.

In Maine, Maine Family Planning is the sole Title X grantee.  In 2017, it received

$1,965,000 from the OPA to support access to high-quality family planning and

sexual healthcare at 42 service sites across the state.  In 2016, Title X served

21,911 patients in Maine.

In Maryland, the Title X Family Planning Program serves approximately 71,000

Maryland women at more than 75 clinical sites.  Maryland’s Department of

Health is a Title X grantee.  Title X grantees in Maryland include local health

departments, community health centers, Planned Parenthood clinics, and other

providers.

In Minnesota, Planned Parenthood Minnesota, North Dakota, South Dakota and

St. Paul-Ramsey County Department of Public Health are the Title X grantees.  In

2017, the OPA provided $3,187,000 to support access to high-quality family

planning and sexual health care at 38 service sites across the state.  In 2016, Title

X clinics served 56,400 patients.

New Jersey has 9 Title X sub-grantees, which operate a total of 48 clinics.  New

Jersey has six counties with only 1 Title X provider site: Atlantic, Burlington,

Cape May, Hunterdon, Salem, and Sussex.  Of those, the single county site

provides abortion outside of the Title X program in 4 counties:  Atlantic,

Burlington, Hunterdon, and Sussex.  If that one single site closed, all 4 counties

would be without a Title X provider.  In 2017, 72% of Title X-eligible women

who received Title X services at providers in New Jersey received those services

at clinics that provide abortions outside the Title X program (64,890 women out

of 89,845 women).  In 2017, the Title X program in New Jersey prevented 13,190

unplanned pregnancies, 6,210 unplanned births, and 4,460 abortions.

In New Mexico, the New Mexico Department of Health is the Title X grantee.  In

2017, the OPA provided $3,325,000 to support 67 service sites across the state.

In 2016, Title X served 17,252 patients in New Mexico.
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In North Carolina, in 2015, there were 120 Title X-funded sites.  Collectively,

these Title X-funded sites delivered contraceptive care to 111,010 women in

North Carolina.  If all Title X funds were redirected only to federally qualified

health center sites, those sites would have to increase their contraceptive client

caseloads by a factor of five or more to maintain the current range of service

provided by Title X.

The Proposed Rule seeks to create barriers to access to women’s healthcare, including

abortion.  Among other things, it requires a physical and financial separation between any Title

X program and any facility that provides abortion: the provider must have at a minimum separate

examination and waiting rooms, office entrances and exits, phone numbers, email addresses,

educational services, websites, personnel, electronic or paper-based health care records, and

workstations.  Providers will effectively have to open a second clinic in order to continue to

provide abortions and continue to obtain Title X funding.  It also undermines the standard of care

by allowing Title X providers to refuse to provide medically-approved contraceptive methods, in

favor of less effective methods such as abstinence only.  Importantly, it eliminates nondirective

options counseling and instead steers all pregnant women to be referred for prenatal care and

social services, regardless of a patient’s choice.  It undermines the provider-patient relationship

trust, instead allowing the federal government to interfere in longstanding practices aimed to

advance confidence and trust.  It also gags healthcare providers.  The Proposed Regulation takes

several steps to create barriers to women seeking abortion and the healthcare providers that

provide them care, from prohibiting activities like advocacy related to abortion, making abortion

counseling impossible, and gagging doctors from discussing healthcare options, including

abortion, with patients.

Alarmingly, this Proposed Rule, if finalized, will force Title X recipients into an

untenable position of deciding whether to accept program funds with mandates that restrict

access to care and force a gag on clinics, or forfeit Title X funding altogether, leaving gaps in

access to family planning care that the Title X program was first established to fill.  The former

scenario will result in the invasion of the physician-patient relationship, the trampling of the

constitutional rights of patients and providers, the transmission of incomplete, misleading, and

medically dangerous information to women, and the frustration of the right to make an informed,

independent decision as to whether to terminate a pregnancy.  The latter scenario will reduce

funding available to crucial family planning providers, thereby reducing critical healthcare

services available to vulnerable populations.  Either decision will lead to serious public health

threats, increased risk of unintended pregnancies, and gaps in care.  Our States will be left to pick

up the pieces.  Thus, we urge that the Proposed Rule be withdrawn immediately.

HHS Secretary Azar appears to largely agree with our position that ensuring patient

access to accurate information is of vital public interest.  He recently stated that HHS was

“[e]nding gag clauses” “to bring more transparency” to healthcare and to ensure that patients

obtain necessary healthcare information.  Consequently, he proposed eliminating the current gag
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order on pharmacists that prevents them from educating patients about drug pricing.1  To act to

the contrary with respect to reproductive health would seem arbitrary.  Like Secretary Azar, we

agree that HHS should end gag clauses to ensure that patients have all necessary healthcare

information to make an informed decision and to ensure transparency and honesty in the

provider-patient relationship.	

I. The Proposed Rule’s Mandates Will Harm the States’ Residents

The Proposed Rule imposes a gag on healthcare providers.  It expressly prohibits a

healthcare provider from providing a patient with full information, to make an informed

decision, regarding her healthcare decisions. See, e.g., 83 Fed. Reg. at 25531.  Specifically, the

Proposed Rule prohibits a Title X clinic, including all of its healthcare providers and staff, from

referring, supporting, or promoting abortion even with separate, non-Title X funds unless there is

both financial and physical separation.  This gag further prohibits the healthcare provider from

providing a patient with nondirective options counseling and mandates that healthcare providers

give a pregnant woman a misleading referral list that does not clearly identify abortion providers.

This gag will have far-reaching consequences.  It will create a barrier to the provider-

patient relationship, as women will not be able to make an informed decision about their

healthcare condition and options.  In healthcare, information can “save lives,” Sorrell v. IMS

Health Inc., 564 U.S. 552, 566 (2011), permit “alleviation of physical pain,” Va. State Bd. of

Pharmacy v. Va. Citizens Consumer Council, Inc., 425 U.S. 748, 763-64 (1976), and enable

people to act in “‘their own best interest,’” Sorell, 564 U.S. at 578 (quoting Va. State Bd. of

Pharmacy, 425 U.S. at 770).  Such medical information allows women to take control of their

most “intimate and personal choices . . . central to personal dignity and autonomy.” Planned

Parenthood of Se. Pa. v. Casey, 505 U.S. 833, 851 (1992) (plurality op.).  In the context of

women’s health decisions, and in particular with respect to a woman’s decision about whether to

carry to full term or terminate a pregnancy, obtaining complete and honest healthcare

information is critical and time-sensitive.

a. HHS’s Proposed Rule Interferes with the Provider-Patient Relationship

The provider-patient relationship inherently requires complete confidence and trust.  The

American Medical Association’s (AMA) Counsel on Ethical and Judicial Affairs has stated that

“[t]he relationship between a patient and a physician is based on trust, which gives rise to

1 See HHS: Remarks on Drug Pricing Blueprint, available at

https://www.hhs.gov/about/leadership/secretary/speeches/2018-speeches/remarks-on-drug-

pricing-blueprint.html (May 14, 2018) (visited June 12, 2018); See also 83 Fed. Reg. at 22695,

22699 (May 16, 2018) (discussing eliminating gag clauses to ensure that patients receive full

information from their healthcare providers to make informed decisions).
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physicians’ ethical responsibility to place patients’ welfare above the physician’s . . . obligations

to others.”2  The AMA’s Code of Medical Ethics further states that, “[t]ruthful and open

communication between physician and patient is essential for trust in the relationship and for

respect for autonomy.  Withholding pertinent medical information from patients . . . creates a

conflict between the physician’s obligations to promote patient welfare and to respect patient

autonomy.”3  Indeed, “withholding information without the patient’s knowledge or consent is

ethically unacceptable.”4  This honesty is crucial because the role of a physician is not only to

treat a patient’s medical condition and ailments, but also to educate patients so that they can be

proactive in their healthcare decisions.5  The Proposed Rule requires physicians to disregard their

Code of Medical Ethics and to tailor their speech to not provide full and accurate healthcare

information.  As a consequence, patients will not know whether their doctors are speaking

frankly and candidly, and the quality of medical care may erode, with potentially dire

consequences, such as patients forgoing care altogether.  These government-imposed barriers to

the physician-patient relationship interfere with the provision of medical care and will impede

public health.

These same concerns extend to nurses, physician assistants, and nurses’ aides.  For

instance, the American Nurses Association Code of Ethics states that, “[t]he nurses’s primary

commitment is to the patient, whether an individual, family, group, community, or population.”6

The patient-provider relationship remains the foundational responsibility of healthcare.  This

2 Code of Medical Ethics, Current Opinions (2017); Opinion 1.1.1-Patient-Physician

Relationships, available at https://goo.gl/qKXwA6.

3 Opinion 2.1.3-Withholding Information from Patients, available at https://goo.gl/q1bpt8.

4 Opinion 2.1.3-Withholding Information from Patients, available at https://goo.gl/q1bpt8

(emphasis added).		
5 See HHS: Remarks on Drug Pricing Blueprint, available at

https://www.hhs.gov/about/leadership/secretary/speeches/2018-speeches/remarks-on-drug-

pricing-blueprint.html (May 14, 2018) (visited June 12, 2018); See also 83 Fed. Reg. at 22695,

22699 (May 16, 2018) (discussing eliminating gag clauses to ensure that patients receive full

information from their healthcare providers to make informed decisions).

6 American Nurses Association, Code of Ethics for Nurses (2015); id. (“[t]he nurse practices

with compassion and respect for the inherent dignity, worth, and unique attributes of every

person.”); See also, e.g., Cal. Code Regs. tit. 16, § 1443.5 (outlining the standards of competent

performance for nurses as including “[a]ct[ing] as the client’s advocate . . . by giving the client

the opportunity to make informed decisions about health care before it is provided” and

“[f]ormulat[ing] a care plan, in collaboration with the client”).
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Proposed Rule undermines that responsibility by inhibiting all healthcare providers from

providing comprehensive medical information to patients.

b. The Proposed Rule Presents Women Seeking or Considering an Abortion

with Illusory Healthcare Options

The Proposed Rule provides that a “referral” for an abortion may only occur when a

woman “clearly states that she has already decided to have an abortion.”  There are no

exceptions.  Even when a woman makes such a “clear” statement to her healthcare provider in

order to obtain care guidance, the provider is prohibited from arranging for her appointment (83

Fed. Reg. at 25532) or providing her with a specific list of healthcare entities that perform

abortions (83 Fed. Reg. at 25531-25532).  Instead, the healthcare provider may only provide a

referral list of “comprehensive health services providers (some of which also provide abortion in

addition to comprehensive prenatal care).”  83 Fed. Reg. at 25531 (emphasis added).  This

proviso has several flaws that make it a barrier to care and forces the woman to navigate the

misleading, incomplete, and unreliable information regarding her “options” alone.

1.  Doesn’t Meet the Federal Quality Family Planning Guidelines on Referrals.  The

Proposed Rule is contradictory to the Centers for Disease Control and Prevention’s (CDC)

Quality Family Planning Guidelines—the quality standard of recommendations for providers on

what to offer during a family planning visit and how to provide such services.7  Among other

things, the Guidelines provide that pregnancy testing and counseling services are a “core part of

family planning services, in accordance with recommendations of major professional medical

organizations, such as the American College of Obstetricians and Gynecologists (ACOG) and

the American Academy of Pediatrics (AAP).”8  To that end, the CDC specifically instructs that

after a Title X provider administers a pregnancy test, the “test results should be presented to the

client, followed by a discussion of options and appropriate referrals.” Id. at 14 (emphasis

added).  The CDC Guidelines continue that “[r]eferral to appropriate providers of follow-up care

should be made at the request of the client, as needed,” and “[e]very effort should be made to

expedite and follow through on all referrals.” Id.  In terms of providing a referral list, the CDC

Guidelines instruct that Title X providers “provide a resource listing or directory of providers to

help the client identify options for [pregnancy] care.” Id.  This instruction is not limited to only

those women who choose to continue with their pregnancy. Id.  Rather, the CDC instruction is

7 HHS continues to refer Title X providers to the Quality Family Planning Guidelines. See HHS

Office of Population Affairs, https://www.hhs.gov/opa/guidelines/clinical-guidelines/quality-

family-planning/index.html (last visited June 19, 2018).

8 Providing Quality Family Planning Services, Recommendations of CDC and the U.S. Office of

Population Affairs, Centers for Disease Control and Prevention, at 14 (Apr. 25, 2014),

https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf.
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broad and instructs that providers give referrals, “at the request of the client,” including for

termination of pregnancy.

2.  Limits Which Healthcare Providers Can Be on “Referral List.”  The Proposed

Rule inexplicably mandates that the referral list only contain abortion providers that also provide

“comprehensive prenatal care.”  83 Fed. Reg. at 25531.  This means that a stand-alone healthcare

provider who provides abortions and other healthcare services, but not “comprehensive prenatal

care” would be ineligible to be placed on the referral list.  HHS fails to provide any justification

for this additional requirement.  This is likely to leave out many qualified abortion providers,

providing women with even less information and fewer choices.

3.  Compels Medical Providers to Give Incomplete Healthcare Information.  The

Proposed Rule not only mandates that Title X doctors give a misleading referral list, but it does

not permit the doctor to inform the patient—who has requested a referral for an abortion—that

the referral list includes healthcare facilities that do not provide abortions.  Thus, in some

circumstances, the patient will not even know that her healthcare provider—whom she has

turned to for honest healthcare information—has knowingly provided her with an intentionally

deceptive referral list.  Because the patient has been given a misleading list, and because her

physician is prohibited from providing her the necessary referral, she will be forced to

investigate on her own, without her physician’s guidance, which providers in the referral list

provide the necessary and time-sensitive medical care she requires.  This inserts a cruel and

useless obstacle that is specifically targeted to women who have sought medical advice for the

purpose terminating a pregnancy.

4.  Limits Who Can Provide “Referral List,” Excluding Advanced Practice

Providers.  Without any justification, this limited permission to provide a referral list, if asked,

is only available to “doctors.”  83 Fed. Reg. at 25531 (providing that “a doctor, may, if asked,

provide” a referral list to a pregnant woman).  In practice, this doctor-only limitation

unnecessarily restricts who may provide this information.  Counselling regarding medical

options can be, and is, safely and effectively provided by clinicians with a variety of credentials,

with no evidence of complications.  Thus, the doctor-only requirement means that several

qualified, licensed medical providers could not provide a referral list.  In practice, if an

Advanced Practice Provider is present in a medical clinic, but a doctor is not, the patient would

not be able to receive any referral list.

5.  Directs Counseling Against Abortion.  This misleading referral list mandated by the

Proposed Rule runs contrary to Congress’s express instruction—an instruction that HHS relies

upon (83 Fed. Reg. at 25502)—that Title X providers give “nondirective” counseling.9  The

current Title X regulation requires nondirective counseling to offer “pregnant women the

9 See Omnibus Consolidated Rescissions and Appropriations Act, 1996, Public Law 104-134,

Title II, 110 Stat. 1321, 1321-221 (1996).
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opportunity to be provided information and counseling regarding…prenatal care and delivery;

infant care, foster care, or adoption; and pregnancy termination.”  42 C.F.R. § 59.5(a)(5)(i).  The

current regulation further requires that such information and counseling “provide neutral, factual

information and nondirective options counseling on each of the options, and referral upon

request, except with respect to any option(s) about which the pregnant woman indicates she does

not wish to receive such information and counseling.”  42 C.F.R. § 59.5(a)(5)(ii).  The Proposed

Rule deletes all references to nondirective options counseling.  It instead mandates that Title X

healthcare providers give a woman who has “clearly state[d]” that she wants an abortion a

referral list with both abortion providers and non-abortion providers, forcing her to call each

entity.  By doing so, the Title X provider has given her “directive” counseling, steering her away

from abortion despite her stated decision.  Indeed, in contrast to the limited exception for a

woman who has “clearly state[d]” that she intends to terminate her pregnancy, the regulation

mandates that Title X clinics give “assistance with setting up a referral appointment” for prenatal

care for all women who have been “medically verified as pregnant,” including those who express

a desire to terminate.  83 Fed. Reg. at 25531.  Thus, when a woman comes to a Title X clinic and

learns that she is pregnant, the clinic is mandated to steer a woman towards a prenatal care

appointment, even if the woman “clearly state[d]” her intention to terminate her pregnancy.  This

is “directive” counselling.  It gags a healthcare provider from informing a woman as to all of her

healthcare options and instead directs her towards a single option: prenatal care.  It pushes

women away from pregnancy termination in favor of carrying a pregnancy to full-term.  Under

the regime of this Proposed Rule, if a woman in fact exercises her constitutional right to safe,

legal abortion, the Title X clinic is forced to abandon her, providing zero guidance or worse,

misdirecting her away from her decision to terminate a pregnancy.

6.  Does Not Require that Providers on Referral List Be Publicly Funded or

Accessible to Low-Income Patients.  Last, there is no requirement that the providers on the

referral list be publicly-funded or make available no- or low-cost healthcare, or even identify

such providers.  Title X clinics serve low-income patients that are underinsured or uninsured.

Providing a referral list to patients without designating which options will provide no- or low-

cost healthcare services will result in women paying an exorbitant amount of out-of-pocket fees,

wasting precious time trying to find a provider to perform the time-sensitive service at no- or

low-cost, or having to forego the healthcare services altogether.10  This is in direct conflict with

10 In 2011-2012, the median cost of an abortion was $495.  The Cost of Abortion, When

Providers Offer Services and Harassment of Abortion Providers All Remained Stable Between

2008 and 2012, Guttmacher Institute (July 2, 2014), available at

https://www.guttmacher.org/news-release/2014/cost-abortion-when-providers-offer-services-

and-harassment-abortion-providers-all.
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the Title X statute, which directs program funds for “services to persons from low-income

families.”11

c. The Proposed Rule Creates Barriers for Young People to Obtain Care

The Proposed Rule imposes several new—yet ironically antiquated—requirements on

providing care to minors.  The Proposed Rule mandates that Title X clinics conduct a

“screening” of any adolescent who has an STD or is pregnant.  83 Fed. Reg. at 25533.  It further

mandates that Title X clinics “[e]ncourage family participation in the decision of minors to seek

family planning services and ensure that the record maintained with respect to each minor

document the specific actions taken to encourage such family participation (or the specific

reason why such family participation was not encouraged).”  83 Fed. Reg. at 25530.  The

Proposed Rule will cause confusion for providers about their obligations, is not in line with the

CDC Quality Guidelines, and runs afoul of the Title X regulation which requires a patient-

centered approach in providing services in a manner that protects patient dignity and ensures

patient choices are entirely voluntary.  42 C.F.R. § 59.5.  It also conflicts with state and local

regulations that allow minors to consent to confidential health services for the prevention,

diagnosis, or treatment of pregnancy, its lawful termination, or sexually transmitted diseases.

See, e.g., D.C. Mun. Reg. 22-B600.7.  These new requirements impede the ability of providers to

care for their patients and would have a deleterious effect on public health in states as young

people forgo care to avoid the pressure of refusing requests to involve unwanted family

involvement in decisionmaking.

.

II. If Implemented, the Proposed Rule Would Decrease Access to Care

Throughout the Country

The Proposed Rule puts current Title X clinics in an untenable predicament:  either give

up their crucial Title X funds or incur devastating costs by complying with the physical

separation mandate, violating their ethical obligations by imposing gags on all their doctors,

nurses, and staff, and surrendering their constitutional First Amendment rights to associate with

other entities and organizations that provide or advocate for abortion.  Given the Proposed Rule’s

unnecessary and dangerous mandates, several Title X clinics will likely forgo Title X funding or

will apply, but will be denied.  The consequences will be devastating to the providers and

patients alike.

For providers, Title X is “literally keeping the lights on” at several clinics in rural parts of

the country.  For example, without Title X funds, “six or seven health centers, including four

rural sites” will close in Wisconsin “within three to six months, as they already operate at a loss

and cannot be sustained with Medicaid and private reimbursement alone.”  Decl. Atkinson (ECF

11 42 U.S.C. § 300, Section 1006 (c)(1).
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No. 18-1) at ¶ 48, Planned Parenthood of Wisconsin, et al. v. Azar, No. 18-cv-01035-TNM

(05/08/2018).  In addition, “two or three additional sites throughout Milwaukee” will close. Id.

If these health centers close, employees will be laid off. Id. at ¶ 49.  This will also have a

devastating impact in our States.  For example, numerous clinics in California will be forced to

decide whether to embrace the Proposed Rule’s mandates and requirements that are contrary to

the most effective family planning practices, diverting resources from their core mission of

patient care, or face major losses of funding that will dramatically impair their ability to provide

family planning services.  Connecticut’s Title X providers will face the same decision for their

17 sites.  In the District of Columbia, 36 healthcare facilities and clinics will have to decide

whether to accept the unconstitutional conditions on Title X funding, or lose a major source of

funding that helps prevent thousands of unintended pregnancies and helps educate tens of

thousands of people about their reproductive health.  In North Carolina, more than 110

healthcare providers will have to make a substantially similar choice.  Furthermore, other Title X

clinics will also have to shut their doors to patients as a result of the Proposed Rule’s gag or

colocation of services ban.

For patients, without clinics providing life-saving care, many will go without needed

medical services.  As HHS’s 2016 Title X Family Planning Annual Report notes, “[f]or many

clients, Title X providers are their only ongoing source of health care and health education.”12

For example, 47% of Title X patients go to a Title X clinic for general health information and

49% of patients go to a Title X clinic for a physical exam.13

a. The Proposed Rule Will Have a Disparate Impact on Low-Income

Families, Women, Women of Color, and Rural Communities

1. Disparate Impact on Women and Low-Income Families.  Title X clinics are crucial

for low-income families and women.  They provide no-cost family planning services to people

with very low incomes, and services on a sliding fee scale for others.  For example, in California,

91% of Title X patients had incomes at or below 250% of the federal poverty level, and nearly

12 Title X Family Planning Annual Report: 2016 National Summary, HHS-Office of Population

Affairs, at 1 (Aug. 2017), https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-

national.pdf (citing Jennifer J. Frost, U.S. Women’s Use of Sexual and Reproductive Health

Services:  Trends, Sources of  Care and Factors Associated with Use, 1995-2010, New York:

Guttmacher Institute (May 2013) https://www.guttmacher.org/report/us-womens-use-sexual-and-

reproductive-health-services-trends-sources-care-and-factors).

13 Oglesby, Willie, Perceptions of and preferences for Federally-Funded Family Planning

Clinics, Reprod. Health (2014),

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4086278/pdf/1742-4755-11-50.pdf.
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60% were uninsured in 2016.14  Title X clinics act as a “one stop shop” where a patient can

seamlessly see medical providers, get screened and tested as necessary for disease, and access

any needed prescription or medical supplies, without having to travel offsite to a pharmacy,

additional medical facility, or lab testing facility.  Women comprise 89% (3.6 million out of 4

million) of Title X family planning users.15  A U.S. woman spends more than 30 years trying to

avoid becoming pregnant, but still, approximately “2.8 million women have an unintended

pregnancy” each year with approximately 42% resulting in abortions.16  Because the Proposed

Rule will effectively force some Title X clinics to shut down, and deprive others of crucial

resources, the consequences will be disproportionately felt by low-income families and women.

A recent report from the United Nations highlighted that placing barriers for low-income women

to access healthcare “traps many women in cycles of poverty.”17  This Proposed Rule

accentuates this consequence as it will decimate our nation’s family planning network, which is

why it is opposed by a majority of Americans.18

14 Similarly, in Vermont, 47% of patients had incomes at or below 100% of the federal poverty

level, while 77% of patients had incomes at or below 250% of the federal poverty level.  In

Connecticut, 37% of patients had incomes at or below 100% of the federal poverty level, 28%

more are below 150% of the federal poverty level, 13% more had incomes below 200% of the

federal poverty level, and 7% more had incomes below 250% of the federal poverty level.  In the

District of Columbia, 60% of Title X patients had incomes 100% of the federal poverty level,

while 85% of patients had incomes at or below 250% of the federal poverty level.  In North

Carolina, 66% of patients had incomes at or below 100% of the poverty line and 87% of patients

earned less than 250% of the federal poverty line.

15 Title X Family Planning Annual Report: 2016 National Summary, HHS-Office of Population

Affairs, at 9 (Aug. 2017), https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-

national.pdf.

16 Susan Moskosky, U.S. Department of Health and Human Services, Office of Population

Affairs, Public Health Reports (2016),

http://journals.sagepub.com/doi/full/10.1177/0033354916662638.

17 Report of the Special Rapporteur on Extreme Poverty and Human Rights on his Mission to the

United States of America, United Nations General Assembly, at 15 (May 4, 2018),

https://documents-dds-ny.un.org/doc/UNDOC/GEN/G18/125/30/PDF/G1812530.pdf.

18 Ashley Kirzinger, et al., Further Findings from Kaiser’s June Health Tracking Poll:  Women’s

Issues, Kaiser Family Foundation, at 14 (June 29, 2018), http://files.kff.org/attachment/Topline-

Kaiser-Health-Tracking-Poll–June-2018-9212.  The same poll also found that eight in 10 (80%)

of the public say federal funding for family planning and other reproductive health services to

low-income women is “very important” or “somewhat important” to them, including most

Republicans and the overwhelming majority (94%) of women 18-44. Id.  And, one-third of
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2. Disparate Impact on Communities of Color.  This Proposed Rule also fails to

account for the harm that will come to the disproportionately high number of minority patients

who rely on these Title X clinics as their primary source of healthcare.  Nationwide, 21% of Title

X patients self-identify as black or African-American and 32% as Hispanic or Latino/a.19  For

women of color, access to these services is crucial.  Women of color already face disparities in

healthcare.  For example, black women with cervical cancer—a disease that can easily be

prevented or cured—have lower survival rates than white women, due to later diagnosis and

treatment differences, owing to a lack of health insurance and regular access to healthcare.20  The

United States also has the highest rate of maternal mortality among wealthy countries and black

women are three to four times more likely to die during childbirth than white women.21  HHS’s

mandates will only further harm minority communities by reducing access to essential health

care.

3. Disparate Impact on Rural, Non-Urban Communities.  Title X family planning

clinics are especially critical in rural areas, where reproductive health access is often limited by

healthcare provider shortages, lack of transportation, and other factors.  In seven rural California

counties, a Title X clinic is the only publicly funded clinic offering a full range of contraceptive

methods.  Likewise, in New Jersey, eight of its Title X clinics are sole providers in rural areas.

In the event that clinics decide to comply with the Proposed Rule’s unlawful and harmful

mandates, including the gag rule, the impacted patients who will receive partial, misleading

information are from the same disadvantaged communities: women and low-income families,

communities of color, and rural, non-urban communities.  The Proposed Rule’s mandate of

women of reproductive age, who are more likely to have direct experience, say it is “too

difficult” to access reproductive healthcare services. Id.

19 See Title X Family Planning Annual Report: 2016 National Summary, HHS-Office of

Population Affairs, at 12 (Aug. 2017), https://www.hhs.gov/opa/sites/default/files/title-x-fpar-

2016-national.pdf.  These statistics are consistent with States’ Title X patient populations.  For

example, in the District of Columbia, more than 60% of Title X patients identified as black or

African-American and 32% identified as Hispanic or Latino/a.

20 Wonsuk Yoo, et al., “Recent trends in racial and regional disparities in cervical cancer

incidence and mortality in United States”, PLOS ONE, vol. 12, No. 2 (Feb. 2017).

21 Focus on Infants During Childbirth Leaves U.S. Moms in Danger, NPR (May 12, 2017),

https://www.npr.org/2017/05/12/527806002/focus-on-infants-during-childbirth-leaves-u-s-

moms-in-danger; Black Mothers Keep Dying After Giving Birth, NPR,

https://www.npr.org/2017/12/07/568948782/black-mothers-keep-dying-after-giving-birth-

shalon-irvings-story-explains-why; Pregnancy Mortality Surveillance System, CDC,

https://www.cdc.gov/reproductivehealth/maternalinfanthealth/pmss.html.
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providing slanted and misleading information will undermine rather than promote a woman’s

right and ability to make an informed reproductive healthcare decision, and that impact will be

felt by these patient populations.

b. Current Title X Clinics Cannot Be Replaced

Title X clinics that will be forced to shut their doors due to this Proposed Rule cannot

easily be replaced.  A recent report by the Guttmacher Institute concluded that although federally

qualified health centers are vital sources for healthcare, they cannot fill the shoes of safety-net

Title X clinics.22  Specifically, the report found that Title X family planning sites, like Planned

Parenthood locations, each serve 2,950 contraceptive patients per year, whereas federally

qualified health centers (community health centers) serve only 320 contraceptive patients per

year.  If Title X’s mandates take effect and force safety net clinics like Planned Parenthood to

close, community health centers would be severely impacted. Id.  In 27 states, they would have

to double their caseloads and in nine states, they would have to triple them. Id.  Even if current

community health centers could handle the massive influx of new patients, there would still be

huge gaps in service.  For example, 13% of the 415 U.S. counties with Planned Parenthood

health centers, do not have a community health center site that provides contraceptive care.  In

addition, while there are over 2,000 U.S. counties with Title X sites, in 33% of these counties no

community health centers provide contraceptive services, meaning that women in these areas

could simply lose access to this coverage.  This will impact will be felt most acutely by poor

women, rural communities, and communities of color that rely on these services.  In many

instances, the women, men, and adolescents served by the program will have no alternative

source of care.  In many cases, women will go without preventive care such as family planning

care or sexually transmitted infection screenings, leading to increased unintended pregnancies as

well as increased risks for public health outbreaks of diseases.  Further, if women are not able to

get their full range of care through Title X-funded clinics, they are more likely to seek care at

other state-funded providers that are not gagged and will provide them with complete and

truthful medical information, increasing the burden on state resources.  However, because many

state programs will be unable to fill this gap, inevitably, fewer women will receive family

planning services, and as a result, unintended pregnancies will increase and government costs for

medical treatment and social services will rise.

//

22 Kinsey Hasstedt, Federally Qualified Health Canters: Vital Sources of Care, No Substitute for

the Family Planning Safety Net, Guttmacher Institute (May 17, 2017),

https://www.guttmacher.org/gpr/2017/05/federally-qualified-health-centers-vital-sources-care-

no-substitute-family-planning.
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c. The Loss of Title X Funding and Closure of Clinics Will Harm the States’

Public Health and Public Fisc

The availability of publicly funded family planning services will be sacrificed as a result

of this Proposed Rule.  Title X clinics play an indispensable role in improving a State’s public

health and ensuring access to care for the State’s most vulnerable residents.  States know from

experience that restricting access to reproductive healthcare also burdens the public at large.  For

instance, Title X clinics play a major role in preventive healthcare, such as providing screenings

and early treatment to prevent the spread of communicable, preventable diseases.  Indeed,

between 2006 and 2010, 18% of all women who were tested, treated, or received counseling for

an STD did so at a Title X clinic, as did 14% of women tested for HIV and 10% of those

receiving a Pap test or pelvic exam.23

During public health crises, such as the Zika outbreak, Title X providers play an

important role in providing contraceptive methods to prevent the transmission of the disease and

collaborating with the CDC.24  The Proposed Rule could not come at a worse time: the CDC

recently reported that in 2016, there were more than 2 million cases of chlamydia, gonorrhea,

and syphilis reported—the highest number of reported cases ever.25  The states and their

residents need reliable and comprehensive Title X programs now more than ever to help address

this public health crisis.

Finally, Title X providers and the comprehensive care they provide have a huge fiscal

impact on the states.  In helping women avoid unplanned pregnancies and investing in early

detection and treatment of disease, Title X providers play a role in protecting the public fisc.  For

example, the United States has the highest maternal mortality rate in the developed world—17 to

28 per 100,000 live births—which is more than double the rate three decades ago.  In the District

of Columbia, the rate is 39 women per 100,000 live births—the highest in the Nation.  For black

23 Kinsey Hasstedt, Title X: An Essential Investment, Now More than Ever, 16 GUTTMACHER

POLICY REVIEW 14, 15 (Summer 2013), https://www.guttmacher.org/sites/default/

files/article_files/gpr160314.pdf.

24 Ctrs. for Disease Control & Prevention, The Importance of Pregnancy Planning in Areas with

Active Zika Transmission, (June 2, 2016), at 23, https://www.cdc.gov/zika/pdfs/postzap-

familyplanning.pdf; see also Office of Population Affairs, U.S. Health & Human Servs. Dep’t:

Providing Family Planning Care for Non-Pregnant Women and Men of Reproductive Age in the

Context of Zika (Nov. 2016), https://www.hhs.gov/opa/reproductive-health/zika/toolkit/

index.html (providing a toolkit, based on CDC guidance, for Title X clinics).

25 STDs at Record High, Indicating Urgent Need for Prevention, Centers for Disease Control and

Prevent (Sep. 26, 2017), https://www.cdc.gov/media/releases/2017/p0926-std-prevention.html.
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women, this rate is three times that of white women.26  The Proposed Rule will result in less

access to critical preventive care, leading to increased unintended pregnancies, and in some

cases, lead women to providers that are not medical providers, delaying access to prenatal care

and increased maternal mortality outcomes.  Yet the Proposed Rule makes no exceptions when

necessary to protect the life of the mother.  In addition, the loss of Title X funding will result in

increased costs to states due to unintended pregnancies.  Nationally, 68% of unplanned births are

paid for with public funds.  The average cost of an unintended pregnancy is $15,364 and of a

miscarriage is $4,249.  Further, many states will see increased usage of state-funded family

planning and public health programs, which will face increased patient load and financial

burdens if patients are not able to seek care at their trusted provider under Title X.

III. The Proposed Rule Is Not Supported by Evidence

HHS’s gag rule and additional mandates in the Proposed Rule are arbitrary and

capricious.  Although HHS may change its policies within limits set by the Title X statute, the

agency must “provide a reasoned explanation for the change.” Encino Motorcars, LLC v.

Navarro, 136 S. Ct. 2117, 2125 (2016).  Here, the Proposed Rule fails to provide the necessary

“satisfactory explanation” for its proposed changes to the Title X regulations. See Motor Vehicle

Mfrs. Ass’n of the U.S., Inc. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983).

The Proposed Rule rejects scientific, evidence-based policies, favoring unscientific

ideologies.  The Proposed Rule is opposed by all leading healthcare experts, including the

American Medical Association, the American College of Obstetricians and Gynecologists, the

American Academy of Pediatrics, the American Academy of Family Physicians, the American

College of Nurse-Midwives, the American College of Physicians, the Association for Physician

Assistance in Obstetrics and Gynecology, the National Association of Nurse Practitioners in

Women’s Health, Nurses for Sexual and Reproductive Health, and the Society for Adolescent

Health and Medicine.  Women and children’s health providers warn that the Proposed Rule puts

“more than 40 percent of Title X patients [] at risk of losing access to critical primary and

preventive care services.”27  Moreover, “[r]estricting access to care and information will increase

rates of unplanned pregnancy, pregnancy complications, and undiagnosed medical conditions,”

reversing decades of progress that have brought our nation to a 30-year low for unplanned

pregnancy and teen pregnancy. Id.

26 https://www.nejm.org/doi/full/10.1056/NEJMp1709473.

27 America’s Women’s Health Providers Oppose Efforts to Exclude Qualified Providers from

Federally-Funded Programs (May 23, 2018), available at https://www.acog.org/About-

ACOG/News-Room/Statements/2018/Health-Providers-Oppose-Efforts-to-Exclude-Qualified-

Providers-from-Federally-Funded-Programs.
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The Proposed Regulation alters and eliminates longstanding standards for reproductive

healthcare without evidentiary support.  These changes are not rooted in law or based on

medical-evidence and drastically undermine the Title X program and access to care:

1.  Disregards Medically-Approved Definition:  The Proposed Rule eliminates the

requirement that a Title X family planning project offer “medically approved”

family planning methods.  83 Fed. Reg. at 25515; 83 Fed. Reg. at 25530.  Rather

than deferring to the federal agency charged with determining what is medically

appropriate (the Food and Drug Administration (FDA)), HHS instead opens the

door to non-experts to decide what is acceptable and effective reproductive

healthcare.  This new position is entirely unsupported by evidence, and is

inconsistent with the position that HHS has taken in several other healthcare

areas.  For instance, HHS’s Health Resources and Services Administration

(HRSA) commissioned the Institute of Medicine (IOM) to study what should be

considered women’s preventive services and to make evidence-based

recommendations.  42 U.S.C. § 300gg-13(a)(4).28  The IOM responded by

assembling a panel of independent experts to survey the relevant literature and

peer reviewed research, and produced a report that ultimately recommended that

preventive services for women include all FDA-approved “contraceptive

methods, sterilization procedures, and patient education and counseling.”  IOM,

Clinical Prevention Services for Women: Closing the Gaps 110 (2011) (IOM

Report).29  HRSA adopted the IOM Report’s recommendation, and the three

federal agencies responsible for implementing the Affordable Care Act (ACA)

(Treasury, HHS, and Labor) promulgated regulations that gave them legal effect.

See 76 Fed. Reg. 46,621 (Aug. 3, 2011); 77 Fed. Reg. 8,725 (Feb. 15, 2012).

Although the Proposed Rule acknowledges its own FDA as the entity with

“regulatory jurisdiction over drugs, biologics, and medical devices,” including

contraceptives, it disregards the FDA’s role in setting standards for reproductive

healthcare because the FDA does not recognize “non-drug and non-device fertility

awareness-based methods of family planning” such as the rhythm method or

abstinence only.  Thus, the Proposed Rule changes the definition of “medically

approved,” despite FDA’s guidance and expertise.  HHS’s new position that it

need not defer to experts, including its own regulators such as the FDA or HRSA,

is entirely inconsistent with HHS’s prior position, and HHS provides no

reasonable explanation for disregarding medical science when it comes to

28 “The IOM is an arm of the National Academy of Sciences, an organization Congress

established ‘for the explicit purpose of furnishing advice to the Government.’” Hobby Lobby,

134 S. at, 2789 n.3 (Ginsburg, J., dissenting).

29 available at https://www.nap.edu/read/13181/chapter/1.
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reproductive health.  It is also inconsistent with Secretary Azar’s own public

statements emphasizing the important of “evidence-based guidance on public

health issues.”30

2. Undermines Family Planning to Allow Abstinence Only and Non-Approved

Methods:  The Proposed Rule seeks to change the definition of “family planning”

to “the voluntary process of identifying goals and developing a plan for the

number and spacing of children and the means by which those goals may be

achieved.”  83 Fed. Reg. at 25529.  Such “means” include “choosing not to have

sex” and “natural family planning.” Id.  This definition conflicts with the CDC’s

own definition of family planning services as well as the World Health

Organization and United Nation’s definitions.31  The Proposed Rule concedes that

its definition does not meet these other longstanding definitions, but gives little by

way of justification or support for the change.  83 Fed. Reg. at 25513 n.44.

3. Provides Women Refused Birth Control Under the ACA an Illusory and

Inadequate Accommodation:  The Proposed Rule changes the definition of “low

income family” to include “women who are unable to obtain certain family

planning services under their employer-sponsored health insurance policies due to

their employer’s religious beliefs or moral convictions.” 83 Fed. Reg. at 25514.

This change is premised on the Administration’s Interim Final Regulations,

“Moral Exemptions and Accommodations for Coverage of Certain Preventive

Services Under the Affordable Care Act” 32 and “Religious Exemptions and

Accommodations for Coverage of Certain Preventive Services Under the

Affordable Care Act”33 (Birth Control Refusal Regulations), both of which are

currently enjoined by two U.S. District Courts.34  But, the Proposed Rule provides

women and families with an illusory option.  First, because the Title X family

planning program is a discretionary government program funded by Congress,

there is no guarantee the annually appropriated Title X funding will cover this

30 See https://www.hhs.gov/about/leadership/secretary/speeches/2018-speeches/hhs-secretary-

alex-azar-world-health-assembly-plenary-remarks.html.

31 See World Health Organization:  Family planning/contraception, available at

http://www.who.int/news-room/fact-sheets/detail/family-planning-contraception; United

Nations: Guidelines on Reproductive Health, available at

http://www.un.org/popin/unfpa/taskforce/guide/iatfreph.gdl.html.

32 See 82 Fed. Reg. 47838 (Oct. 13, 2017).

33 See 82 Fed. Reg. 47792 (Oct. 13, 2017).

34 Pennsylvania v. Trump, 281 F. Supp. 3d 553 (E.D. Pa. 2017); California v. Health & Human

Services, 281 F. Supp. 3d 806 (N.D. Cal. 2017).
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potentially massive increase in patients who will need contraceptives.  Second,

the Proposed Rule requires Title X providers to provide women—but not their

families—with care.  This is problematic because the Administration’s harmful

Birth Control Refusal Regulations affect not just the employed woman, but her

covered dependents and family, as well.  But, even modifying the Proposed Rule

to encompass the impacted women and their families will result in an untenable

situation because Title X providers are already at capacity with their ability to

serve low-income patients, and this definition change does not come with

increased annual funding (while simultaneously leaving the program with fewer

providers as a result of the gag).  Third, because this Proposed Rule and the

accompanying Title X Funding Opportunity Announcement favor entities that do

not provide comprehensive family planning, including all 18-FDA approved

methods of contraceptives, the Rule is directing women who are harmed by the

Administration’s Birth Control Refusal Regulations to healthcare providers that

cannot provide them with the Affordable Care Act required coverage, creating

further barriers to care for these women.  Finally, this aspect of the Proposed Rule

is clearly contrary to law, as defining “low income family” to include people who

are not necessarily “low income,” and based on characteristics independent of

their income, is nowhere contemplated, or permitted, by the statute.

These definitional changes, in addition to the numerous other changes outlined infra, do

not result from any new developments in the healthcare field, nor are they supported by any new

report.  In contrast to the Reagan-Era regulatory changes, no congressional reports support these

new changes.  Indeed, the Proposed Rule relies largely on a 1988 rule and its subsequent

litigation history.  As HHS acknowledges, however, the 1988 rule was preceded by a 1982 report

by HHS’s Office of Inspector General (OIG) finding instances of non-compliance with existing

rules.  83 Fed. Reg. at 25503.  There is no such report here.  In fact, several audits of Title X

providers have been conducted by several different HHS agencies (and other federal agencies)

and none have concluded that there is malfeasance or non-compliance by Title X providers in

terms of federal dollars being used for abortion.  The Proposed Rule cites a handful of examples,

but those examples rely exclusively on Medicaid overbilling.  As such, the “evidence” upon

which the Proposed Rule relies utterly fails to actually justify the new mandates on Title X

grantees.  Furthermore, the Proposed Rule relies primarily on evidence from an anti-abortion

group, the Lozier Institute, as a reason for the Proposed Rule, in place of an actual government

Report or neutral scientific or medical evidence.

The Proposed Rule also ignores the numerous safeguards already in place to monitor

Title X funds and activities.  For example, HHS carefully reviews grant applications to ensure

applicants have the capacity to comply with requirements, including the financial separation

requirement; there are independent financial audits to analyze and account for program funded

activities and prohibited activities, yearly comprehensive reviews of grantees financial status and

budget reports, and periodic and comprehensive program reviews and site visits by Office of
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Population Affairs regional offices.  These oversight and monitoring measures ensure that there

is no misuse of Title X funds.  HHS provides no evidence otherwise.

IV. The Proposed Rule is Unconstitutional

The Proposed Rule is itself unconstitutional and undermines constitutional rights in

several ways.  The gag rule prevents healthcare providers from giving patients comprehensive

information regarding medical options.  The Proposed Rule requires dissemination of

information about prenatal services and even requires Title X providers to arrange for a prenatal

follow-up visit, but censors speech about the option of legally terminating a pregnancy.  Thus, on

its face, the Proposed Rule is a content-based restriction on speech related to a controversial

topic of public importance.  It also prohibits Title X grantees from using other funds to pay dues

to any organization that advocates on behalf of abortion rights unless the dues are paid by an

entity that is both financially and physically separate from the Title X project.  83 Fed. Reg. at

25519, 25532.  Because it is viewpoint motivated, it is the purest example of a law abridging the

freedom of speech.35

The Proposed Rule also violates a woman’s constitutional right to procreative choice.  American

women possess a constitutional right to be free of impermissible government interference when

they seek to make choices about their own bodies.  This applies when they seek reproductive

healthcare services, including healthcare information, contraceptives, and/or referrals for

abortion.36  This also applies to adolescents of child-bearing age.37  The Proposed Rule

35 See FCC v. League of Women Voters of Cal., 468 U.S. 364, 383-384 (1984) (“A regulation of

speech that is motivated by nothing more than a desire to curtail expression of a particular point

of view on controversial issues of general interest is the purest example of a law abridging the

free of speech.”); NIFLA v. Becerra, No. 16-1140, Slip Op. at 6-7 (2018) (reiterating the

“fundamental principle that governments have ‘no power to restrict expression because of its

message, its ideas, its subject matter, or its content’”).

36 See, e.g. Akron v. Akron Center for Reproductive Health, Inc., 462 U.S. 416 (1983)

(invalidating city ordinance requiring all physicians to make specific statement to the patient

prior to performing abortion); Thornburgh v. American College of Obstetricians and

Gynecologists, 476 U.S. 747 (1986) (invalidating a governmental intrusion into the patient-

doctor dialogue where statute mandated that a list of agencies offering alternative to abortion be

provided to every woman).

37 Twenty-six states and the District of Columbia allow minors to consent to contraceptive

services, and all states and the District of Columbia permit minors to consent to services for

sexually transmitted infections. See Guttmacher Inst., An Overview of Minors’ Consent Law,

https://www.guttmacher.org/state-policy/explore/overview-minors-consent-law.
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impermissibly interferes with a woman’s ability to choose abortion, in violation of the federal

constitution.

The Proposed Rule forces Title X healthcare providers and family planning clinics to

abandon their constitutional rights in order to obtain federal funding.  Such a regulation squarely

violates the unconstitutional conditions doctrine.38  The doctrine “vindicates the Constitution’s

enumerated rights by preventing the government from coercing people into giving them up.” Id.

Here, the regulation impermissibly and unlawfully penalizes those who choose to exercise a

constitutionally-protected right by denying them benefits.  Both the Title X healthcare physician

and the Title X facility must abandon their speech as it relates to providing full and complete

medical care and information to women patients to obtain federal benefits, and the entity must

abandon its membership in outside organizations unless the Title X grantee is both financially

and physically separate.  In contrast to the Reagan-era regulation, this regulation is not limited to

the Title X project—to which the Title X funding is attached—but extends to the personnel and

staff at the Title X project and the activities and statements they make outside of the Title X

project.

V. HHS Has Not Conducted an Adequate Analysis of Federalism Impacts

As the Proposed Rule acknowledges, Executive Order 13132 establishes certain

requirements that an agency must meet when it promulgates a rule that imposes substantial direct

requirement costs on state and local governments or has federalism implications.  83 Fed. Reg. at

25521-25523.  HHS concludes that the Proposed Rule “does not contain policies that have

federalism implications, as defined in Executive Order 13132 and, consequently, a federalism

summary impact statement is not required.” Id.  This conclusion is erroneous.

The Proposed Rule, if implemented, will impose substantial costs on state and local

governments.  As a threshold matter, several states and local entities are either direct Title X

grantees or are sub-recipients that will be affected by the rule.39  Indeed, HHS recognized this

fact in its 2016 Regulation, when it included a federalism impact statement and invited states not

38 See Koontz v. St. Johns River Water Mgmt. Dist., 133 S. Ct. 2586, 2594 (2013) (government

ordinarily “may not deny a benefit to a person because he exercises a constitutional right”

(quoting Regan v. Taxation with Representation of Wash., 461 U.S. 540, 545 (1983)).

39 See, e.g. HHS Title X Planning Directory (April 2018),

https://www.hhs.gov/opa/sites/default/files/OPA_Title_X_Family_Planning_Directory_April201

8_508.pdf (Title X directory including several state and local government entities).
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only to comment but to “consult with them” in promulgating the final rule.  81 Fed. Reg. 61646

(Sep. 7, 2016).40  There is no justification for this deviation in HHS’s practice.

Notably, states engage in several federal partnerships, which are not subject to as broad

restrictions as this Proposed Rule.  For instance, the Temporary Assistance to Needy Families

Block Grant Program (Title IV), the Maternal and Child Health Services Block Grant Program

(Title V), and the Social Services Block Grant Program (Title XX) permit states to administer

these grants in a manner that reflect state policy, provided that the implementation is congruent

with federal requirements.  Nothing in the statutes and implementing regulations for these other

programs prohibits State partners from directing grants to particular providers to maximize the

effective delivery of preventive healthcare services.41  In fact, the comment letter from the “chief

legal officers and/or governors from nine States,” relied upon by HHS in its Proposed Rule,

made this same argument with respect to the 2016 Regulation.  83 Fed. Reg. at 25504.  And,

HHS in this 2018 Proposed Rule, citing that comment letter, laments that the 2016 Regulation

would have “denied States and other grantees the freedom to choose subrecipients as they saw

fit.”  83 Fed. Reg. at 25504.  Yet, this Proposed Rule does exactly that.  It prevents states and

other grantees from freely selecting subrecipients—as has been done since the Title X program

came into existence.  We are extremely concerned about the overreach reflected in this Proposed

Rule and the clear intent to override state laws and policy choices that are legal, supported by

Congress, and overwhelmingly supported by the citizens of the states in which such legislative

priorities are in place.

VI. HHS’s Economic Impact Analysis is Wholly Inadequate

Executive Orders 12866 and 13562 require agencies to “assess all costs and benefits of

available regulatory alternatives and, if regulation is necessary to select regulatory approaches

that maximize net benefits.”  83 Fed. Reg. at 25521.  Executive Order 12866 requires that a

“significant regulatory action” comply with additional regulatory requirements.  This Proposed

Rule meets all the definitions of a “significant regulatory action” because it will (1) have an

annual effect on the economy of $100 million or more and will also “adversely and materially

affect” a sector of the economy and public health; (2) create a serious inconsistency and interfere

with an action taken or planned by another agency; (3) materially alter budgetary impacts of

40 We note that California attempted to schedule a meeting with the Office of Management and

Budget, writing a letter on May 29, 2018, but never received a response and the agency never

scheduled a meeting.

41 See generally 42 U.S.C. §§ 401, 403, 404 (purpose of and limitations on TANF grants); 42

U.S.C. § 704 (purpose of and limitation on Maternal and Child Health service grants); and 42

U.S.C. §§ 1397, 1397d (purpose of and limitations of Social Services grant).
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entitlement grants or the right and obligations of recipients thereof; and (4) raise novel legal or

policy issues arising out of legal mandates.

While the Proposed Rule outlines the “Benefits and Protections” to providers and

patients, it totally neglects an economic analysis of the burdens and harms to patients and

providers.  This one-sided economic analysis entirely ignores the steep costs to the patients

trying to obtain healthcare and to the providers trying to comply with the new mandates.  For

patients, if a woman obtains a “referral list” from her Title X provider, she must then call each

provider on the list to determine whether the provider actually provides abortion and at what

cost, then make an appointment and then once again seek out necessary medical care, taking time

off work or school, and finding childcare.  Many women will be unable to weave their way

through this intricate set of government barriers to obtain lawful healthcare, resulting in an

unintended birth, which of course carries severe physical, emotional, and financial consequences

for the patient.  For providers, the Proposed Rule fails to account for the cost of complying with

the physical separation requirement, and ensuring compliance by sub-grantees, while ensuring

providers can exercise their First Amendment right to provide patients with complete medical

information.  To comply with the separation requirement, the provider must have at a minimum

separate examination and waiting rooms, office entrances and exits, phone numbers, email

addresses, educational services, websites, separate personnel, electronic or paper-based health

care records, and workstations.  The Proposed Rule claims that abiding with the physical

separation requirements will only cost $10,000-$30,000; however, such an assertion is wholly

unsupported.  Many providers will effectively have to open a second clinic for every site to

obtain Title X funding.  Many Title X grantees, including federally qualified health centers, will

not be able to separate both financially and physically their Title X projects from the “prohibited

activities,” including membership in advocacy organizations.  Additionally, to comply with the

new mandate that Title X providers maintain records to demonstrate compliance with the new

requirements for minor patients, Title X clinics will need to make massive changes to their

electronic health records.  Conservative estimates provide that this will cost $10,000 for

development and installation, depending on the number of sites across which the updates needs

to be installed and the extent of the changes, and this amount does not include staff time to

implement changes.42

Additionally, the Proposed Rule does not provide an economic analysis for its proposed

definition change to “low income family” to include any woman, regardless of income, who is

unable to receive contraceptive coverage as a result of the Administration’s Birth Control

Refusal Regulations.  This will inevitably increase costs for Title X providers as they shoulder

42 Robin Summers, Analysis of 2018 Proposed Title X Regulation, Nat’l Family Planning &

Reproductive Health Ass’n, at 18 n. 69 (July 5, 2018), available at

https://www.nationalfamilyplanning.org/file/documents---policy--communication-

tools/NFPRHA-Title-X-NPRM-Analysis-FINAL.pdf.
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the patients that should be receiving seamless coverage through their employer-sponsored health

insurance.  The burden on these patients is also unaccounted for.

We have significant concerns with this regulation, its impact in our States, and

consequence to our States’ residents constitutionally protected rights, and for the reasons set

forth above, the States strongly oppose the Proposed Rule and urge that it be withdrawn.

Sincerely,

___________________________

Xavier Becerra

California Attorney General

___________________________ ___________________________

George Jepsen Matthew P. Denn

Connecticut Attorney General Delaware Attorney General

___________________________ ___________________________

Karl A. Racine Russell A. Suzuki

Attorney General for the District of Columbia Hawai i Attorney General

___________________________ ___________________________

Lisa Madigan Tom Miller

Illinois Attorney General Iowa Attorney General

___________________________ ___________________________

Janet T. Mills Brian E. Frosh

Maine Attorney General Maryland Attorney General
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___________________________ ___________________________

Lori Swanson Gubir S. Grewal

Minnesota Attorney General New Jersey Attorney General

___________________________ ___________________________

Hector Balderas Josh Stein

New Mexico Attorney General North Carolina Attorney General
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July 31, 2018 

 

 

 

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: Compliance with Statutory Program Integrity Requirements (RIN 0937-ZA00), 83 Fed. Reg. 

25502 (June 1, 2018) 

 

Dear Secretary Azar: 

 

On behalf of the physician and medical student members of the American Medical Association (AMA), I 

appreciate the opportunity to provide comments to the Department of Health & Human Services (HHS) in 

response to the Notice of Proposed Rulemaking (Proposed Rule or NPRM) on “Compliance with 

Statutory Program Integrity Requirements” issued by the Office of Population Affairs (OPA). In its 

NPRM, HHS proposes to significantly revise the regulations governing the federal Title X family 

planning program (Title X). The Proposed Rule would withhold federal funds to qualified family 

planning providers such as Planned Parenthood that also offer abortion services; prohibit in most cases 

referrals for abortion and restrict counseling about abortion services; eliminate current requirements that 

Title X sites offer a broad range of medically approved family planning methods and nondirective 

pregnancy options counseling; and direct new funds to faith-based and other organizations that promote 

fertility awareness and abstinence as methods of family planning rather than the full range of evidence-

based family planning methods. 

 

For the reasons discussed in more detail below, the AMA strongly opposes this Proposed Rule. We are 

very concerned that the proposed changes, if implemented, would undermine patients’ access to high-

quality medical care and information, dangerously interfere with the patient-physician relationship and 

conflict with physicians’ ethical obligations, exclude qualified providers, and jeopardize public health. 

Given our concerns, we urge HHS to withdraw this NPRM. 

 

The Proposed Rule Would Interfere With the Patient-Physician/Provider Relationship 

 

The AMA strongly opposes any government interference in the exam room, especially legislation or 

regulations that attempt to dictate the content of physicians’ conversations with their patients. Protecting 

the sanctity of the patient-physician relationship, including defending the freedom of communication 

between patients and their physicians, is a core priority for the AMA. The ability of physicians to have 

open, frank and confidential communications with their patients has always been a fundamental tenet of 

high quality medical care.  
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From ancient times, physicians have recognized that the health and well-being of patients depends upon a 

collaborative effort between physician and patient. Patients share with physicians the responsibility for 

their own health care. The patient-physician relationship is of greatest benefit to patients when they bring 

medical problems to the attention of their physicians in a timely fashion, provide information about their 

medical condition to the best of their ability, and work with their physicians in a mutually respectful 

alliance. This relationship is built upon trust. A physician must always have the ability to freely 

communicate with his or her patient, providing information to patients about their health and safety, 

without fear of intrusion by government and/or other third parties. Regulations that restrict the ability of 

physicians to explain all options to their patients and refer them, whatever their health care needs, 

compromise this relationship and force physicians and other health care providers to withhold information 

that their patients need to make decisions about their care.  

 

The Proposed Rule would violate these core principles by restricting the counseling and referrals that can 

be provided to patients and by directing clinicians to withhold information critical to patient decision-

making. Under section 59.5(a)(5) of the current regulations, Title X projects are required to provide 

pregnant patients information and counseling regarding the full range of reproductive health options: 

prenatal care and delivery; infant care, foster care or adoption; and pregnancy termination. If a patient 

requests such information and counseling, projects must provide neutral, factual information and 

nondirective counseling on each of the options, as well as referral upon request, except with respect to 

any option(s) about which the patient indicates she does not want information and counseling.  

 

Specifically, the NPRM eliminates the current requirement that Title X projects provide neutral, factual, 

nondirective options counseling regarding all of a pregnant patient’s options—including abortion—upon 

request. It appears to be up to each site and organization that participates to decide whether to mention 

abortion as an option, and it is not exactly clear the extent to which counseling for abortion would be 

allowed. Although HHS states in the Preamble to the Proposed Rule that a physician—and only a 

physician—could continue to offer nondirective counseling on abortion as an option, the actual text of the 

NPRM is silent on this issue.  

 

The Title X statute states that no federal funds appropriated under the program shall be used in programs 

where abortion is a method of family planning. This provision has generally been interpreted throughout 

the program’s history as meaning that Title X funds cannot be used to pay for or support abortion, which 

is reflected in the current regulations. However, the NPRM adds vague and confusing language that Title 

X projects shall not promote, encourage, support, or present abortion as a method of family planning. 

These terms are not defined in the regulatory text. At the very least, this language could have a chilling 

effect on physicians and other providers when counseling patients on their options. Moreover, the 

Proposed Rule requires that Title X projects must refer pregnant patients “for appropriate prenatal and/or 

social services (such as prenatal care and delivery, infant care, foster care, or adoption)” regardless of a 

patient’s wishes, interest in such a referral, or health status (Section 59.14, NPRM). Title X projects 

would also be required to assist patients with setting up a referral appointment “to optimize the health of 

the mother and unborn child.” Furthermore, the NPRM would prohibit a Title X project from using 

prenatal, social service, emergency medical or other referrals as an indirect means of encouraging or 

promoting abortion as a method of family planning. 

 

In addition to eliminating the requirement for nondirective pregnancy options counseling, the NPRM 

seeks to ban Title X projects from providing abortion referrals. The Proposed Rule would allow a limited 

exception if a pregnant patient has already decided to have an abortion and explicitly requests a referral. 

In this situation, a physician—and no other clinical staff—would be permitted, but not required, to 
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provide the patient with a list of licensed, qualified, and comprehensive health care providers, some of 

which may or may not provide abortion services, in addition to prenatal care. However, the list cannot 

identify the providers that perform abortions and the physician may not indicate which providers on the 

list offer abortion services. If a pregnant patient does not explicitly state that she has decided to have an 

abortion, but requests a referral for one, the patient can only be given list of providers which do not 

provide abortion but do provide prenatal care. 

 

The proposed changes on counseling and referral described above would not only undermine the patient-

physician relationship, but also could force physicians to violate their ethical obligations. The inability to 

counsel patients about all of their options in the event of a pregnancy and to provide any and all 

appropriate referrals, including for abortion services, are contrary to the AMA’s Code of Medical Ethics, 

which provides that patients have the right  

 

“to receive information from their physicians and to have the opportunity to discuss the benefits, 

risks, and costs of appropriate treatment alternatives…patients should be able to expect that their 

physicians will provide guidance about what they consider the optimal course of action for the 

patient based on the physician’s objective professional judgment.” (Opinion E-1.1.3) 

 

Physicians’ inability to comply with their ethical obligations could not only harm the patient-physician 

relationship, but also could result in harm to their pregnant patients at Title X projects, especially if such 

patients are delayed in finding abortion providers. Moreover, any restriction on the right of patients and 

physicians to communicate freely would require assertion of a compelling government interest. While 

HHS has suggested some general rationales for its proposed amendments, it has not indicated such a 

compelling interest for the proposed restrictions. In fact, the AMA believes there is no such compelling 

interest. 

 

The Proposed Rule Would Undermine Access to Evidence-Based Family Planning Methods 

 

The current Title X regulations require funded projects to provide medical services related to family 

planning and to offer a broad range of acceptable and effective medically approved family planning 

methods. The NPRM eliminates the requirement that projects offer the full range of family planning 

methods, and further eliminates “medically approved” from the current regulatory requirement. The 

Proposed Rule would no longer require that sites follow the Quality Family Planning guidelines of the 

Centers for Disease Control and Prevention and the OPA. Instead, HHS emphasizes non-medical services, 

such as abstinence, natural family planning, and adoption as a way to manage infertility. HHS’ emphasis 

on non-medical services is contradicted by data showing that fertility awareness methods are among the 

least effective methods of family planning, and the Food and Drug Administration has warned that these 

are not reliable forms of contraception.  

 

Moreover, although the current regulations allow Title X-funded organizations to offer only a single 

method of family planning, the NPRM is more permissive and seems to encourage more single-method or 

limited number of methods within a project. These changes could result, for example, in a Title X project 

that provides only natural family planning and other fertility awareness-based methods, along with 

abstinence only education for adolescents. These revised provisions change the historic emphasis under 

both the Title X statute and current regulations that projects must provide a broad range of acceptable and 

effective medically approved family planning methods.  
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All individuals seeking care in Title X programs should have access to the contraceptive method that 

works best for their circumstances. Evidence shows that women who have access to and are able to use 

the contraceptive method of their choice are more likely to use contraception consistently and effectively, 

thereby reducing their risk of unintended pregnancy. Contrary to HHS’ assertion that its proposed 

changes will improve access to and the quality of care at Title X projects, the AMA believes that the 

proposed revisions discussed above will undermine the quality and standard of care upon which millions 

of women depend for their reproductive health care. Moreover, the Proposed Rule threatens to reverse 

decades of progress in reducing unintended and teen pregnancy; the United States currently has a 30-year 

low in unplanned pregnancy and an all-time low in teen pregnancy. Access to affordable contraception, 

including through programs funded by Title X, has helped make these results possible.  

 

The Proposed Rule Would Inappropriately Exclude Qualified Providers  

 

The Proposed Rule would essentially disqualify any provider that offers abortion services or is affiliated 

with an abortion provider from receiving Title X funds. It appears designed to make it extremely difficult, 

if not impossible, for specialized reproductive health providers, such as Planned Parenthood, to continue 

to participate in Title X. The statute governing Title X requires that program funds can only go to entities 

where abortion is not a method of family planning. Under current regulations, Title X projects are banned 

from using Title X funds to pay for abortions and must keep any abortion-related financially separate 

from their Title X activities. The Proposed Rule, however, would require that Title X activities have full 

physical and financial separation from abortion-related activities. In addition to separate accounting and 

electronic and paper health records, providers would need to have separate treatment, consultation, 

examination and waiting rooms, office entrances and exits, workstations, signs, phone numbers, email 

addresses, educational services, websites, and staff. HHS fails to justify why physical separation is 

needed. 

 

Another proposed change would require Title X projects to offer comprehensive primary health services 

onsite or have a robust referral linkage with primary health providers who are in close physical proximity. 

This is inappropriate since providing comprehensive primary care services is not a permissible use of 

Title X funds and the best referrals for Title X funds are not necessarily defined solely by physical 

proximity. Moreover, some stand-alone family planning clinics, especially in rural areas, may not be near 

primary health providers, and may not qualify for funding under this requirement. 

 

These provisions, taken as a whole, would make it impossible for clinics like Planned Parenthood and any 

other provider that also offers abortion services to comply with the new requirements of the program. 

Furthermore, restrictions on infrastructure support and affiliations would make it impossible for them to 

continue to participate in Title X. It is unlikely that other providers in many areas of the country, 

especially in rural and medically underserved communities, would be able to adequately fill the gap left 

by qualified providers being forced to close.  

 

The implications of these proposed changes are significant, putting at risk access to quality family 

planning and preventive care services for more than 40 percent, or nearly two million, Title X patients. In 

states that have excluded certain providers from their family planning programs, research shows serious 

public health consequences. For example, a study published in the New England Journal of Medicine 

found that blocking patients from going to Planned Parenthood in Texas resulted in a 35 percent decline 

in women in publicly-funded programs using the most effective forms of birth control and that denying 

women access to the contraceptive care they needed led to a 27 percent increase in births (among women 

who had previously used injectable contraception through these program). 
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Additional Provisions Would Negatively Impact Access to Care 

 

Another proposed change in the NPRM would redefine “low-income family” to include women whose 

employer-based health insurance coverage does not cover contraception due to the employer’s religious 

or moral objections. This expanded definition would potentially require Title X providers to provide free 

contraceptive services to women of all incomes. The Title X program is already underfunded and 

overburdened and the Proposed Rule could result in even fewer resources to serve low-income patients. 

 

The NPRM also threatens patient confidentiality protections, particularly for adolescents. Title X has long 

required that both adults and adolescents receive confidential family planning services. The current 

regulations require sites to consider if minors qualify for free family planning services based on their 

income alone. While the Title X statute encourages family involvement in minors’ family planning 

decisions, the Proposed Rule tries to make such involvement mandatory by changing the definition of 

“low-income family” to require that Title X providers document in the medical records of unemancipated 

minors the specific actions taken by the provider to encourage the minor to involve his or her family. This 

requirement would be a condition of allowing such minors to receive confidential services based on their 

own resources. This requirement could undermine the provider’s expertise and judgment about whether 

encouraging family participation is feasible or desirable based on the minor’s circumstances. In addition, 

new proposed documentation and reporting requirements, such as the age of each minor patient, the age 

of each minor’s sexual partner(s), if required by law, and special screening of any patient under the age of 

consent who has a sexually transmitted disease or is pregnant, could undermine the relationship between 

the minor patient and their Title X provider and prevent such minors who have confidentiality concerns 

from seeking needed medical services. HHS needs to ensure that Title X projects can continue to provide 

confidential care for adolescents while complying with all state and federal laws. 

 

In conclusion, Title X is the only federal program dedicated specifically to providing low-income patients 

with essential family planning and preventive health services and information. As such, it plays a vital 

role in the nation’s public health safety net by ensuring that timely, safe, and evidence-based care is 

available to women, men, and adolescents, regardless of their financial circumstances. In addition to 

pregnancy prevention, Title X projects provide other important health services, including sexually 

transmitted infection testing and treatment, Pap tests, and clinical breast exams. The AMA believes that 

this Proposed Rule, if finalized, would limit access to critically needed care and services for millions of 

individuals who depend upon the Title X program for their care and would result in harm to patients and 

the public’s health. We urge HHS to withdraw this proposal. 

 

Sincerely, 

 
James L. Madara, MD 
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July 31, 2018 

VIA ELECTRONIC SUBMISSION 

 

Department of Health and Human Services 

Office of Assistant Secretary for Health 

Office of Population Affairs 

Attention: Family Planning 

Hubert H. Humphrey Building  

200 Independence Avenue, S.W. 

Washington, D.C. 20201 

 

Re: Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. 25502, RIN 

0937-ZA00 

 

On behalf of the American College of Nurse-Midwives (ACNM), I write to provide comments 

regarding the proposed rule (“Compliance With Statutory Program Integrity Requirements”) 

published in the Federal Register on June 1, 2018, at 83 Fed. Reg. 25502. If implemented, this rule 

would significantly undermine the gains made for women’s health in the United States by restricting 

access to affordable, life-saving sexual and reproductive health services. ACNM respectfully urges 

the Department of Health and Human Services to rescind this proposed rule and work to protect 

access to the full-range of family planning and preventive services currently available under the Title 

X family planning federal grant program.  

ACNM is the professional association that represents certified nurse-midwives (CNMs) and certified 

midwives (CMs) in the United States. With roots dating to 1929, ACNM sets the standard for 

excellence in midwifery education and practice in the United States and strengthens the capacity of 

midwives in developing countries. Our members are primary care providers for women throughout 

the lifespan, with an emphasis on pregnancy, childbirth, gynecologic and reproductive health care. 

The ACNM and its members stand for improving access to quality care and coverage for women, 

individuals and families. We support common-sense policy solutions that ensure guaranteed health 

coverage and access to a full-range of preventive, reproductive and sexual health services. As such, 

our membership has expressed concern with the proposed rule as it would restrict midwives who 

practice at Title X facilities from commenting, sharing or passing along critical and medically 

accurate counseling and information to their patients. ACNM is opposed to any regulation that 

interferes with the provider-patient relationship.   
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ACNM strongly believes that the changes being proposed to the Title X family planning program 

will have a negative impact on many of the women, individuals and families our members care for 

who benefit from the family planning and preventive services authorized under the Title X program. 

Specifically, access to comprehensive sexual and reproductive health care services, including 

contraception and information about all legally available health care services.  

Title X is the only federal grant program dedicated solely to providing low-income, uninsured, and 

otherwise underserved individuals with comprehensive family planning and related preventive health 

services at low or no-cost. The Title X program, in its current format, is integral to the health care 

system, as it offers individuals access to medically accurate counseling on and referral services for 

all pregnancy options legally available to women and families in the United States. Each year, 

roughly four million women, men, and adolescents rely on Title X funded health centers for basic 

preventative health care, including cancer screenings, birth control, sexually transmitted infection 

screenings, pregnancy testing, and well-woman exams. The proposed rule would put 40% of Title X 

patients at risk of losing access to critical primary and preventive care services.  

The proposed rule limits how Title X providers can discuss and/or counsel on the full-range of 

sexual and reproductive health care options with their patients by eliminating the nondirective 

options for counseling pregnant women that exist under current federal regulation. Additionally, the 

rule seeks to prevent providers from referring patients for specific health care services when 

requested. Current Title X regulation requires nondirective counseling to include offering a pregnant 

woman the opportunity to be provided information and counseling regarding . . . prenatal care and 

delivery; infant care, foster care, or adoption; and pregnancy termination.1Furthermore, existing 

regulation states that such information and counseling provide neutral, factual information and 

nondirective option counseling on each of the options, and referral upon request, except with respect 

to any options about which the pregnant woman indicate she does not wish to receive such 

information and counseling.2 ACNM affirms that the decision around the sharing of the 

aforementioned information should remain up to the patient and the provider and not the 

government, as every individual has the right to access factual, evidence-based, unbiased 

information about legally-available sexual and reproductive health care services.3  

 

The proposed rule uses medically inaccurate language, placing political ideology over science by 

removing information regarding the Centers for Disease Control and Prevention’s Quality Family 

Planning Recommendations.4  Rather than mandating the full scope of care options and 

contraception, the proposed rule allows for a Title X site to provide a singular focus to family 

planning by redefining what is recognized as a “medically approved” family planning method under 

the Title X program. The proposed rule seeks to impede patient choice and access to evidence-based 

                                                           
1 42 C.F.R. 59.5 § (a)(5)(i) 
2 42 C.F.R. 59.5 § (a)(5)(ii) 
3 American College of Nurse-Midwives. Access to Comprehensive Sexual and Reproductive Health Care Services. 

http://www.midwife.org/ACNM/files/ACNMLibraryData/UPLOADFILENAME/000000000087/Access-to-Comprehensive-Sexual-

and-Reproductive-Health-Care-Services-FINAL-04-12-17.pdf. Accessed July 25, 2018. 
4 https://www.cdc.gov/mmwr/volumes/65/wr/mm6509a3.htm 
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contraceptive care and Food and Drug Administration-approved contraceptive methods by requiring 

Title X providers to offer “acceptable and effective choices,” such as fertility awareness-based 

methods and abstinence-only education, both of which have incredibly high failure rates in 

preventing pregnancy.5 The passage of the Patient Protection and Affordable Care Act (ACA) has 

been instrumental in covering a wide-range of preventive services, ensuring that individuals have 

access to life-saving screenings and treatment and that women have access to effective and 

affordable FDA-approved contraceptive methods. The FDA does not recognize non-drug and non-

device fertility awareness-based methods as effective forms of contraception. The proposed 

definition of what would be considered a “medically approved” family planning method under the 

Title X is not scientific and medically accurate information and if adopted would effectively limit 

access and coverage of reproductive health choices expanded upon in the ACA to the detriment of 

the women and families who rely on the Title X program for these essential health services. 

Every individual should be able to speak openly with their health care provider about the full-range 

of legally available and medically accurate health care services. Effective communication between 

provider and patient is paramount to making informed health care decisions. Midwives and other 

health care providers have a moral and ethical obligation to share information that is relevant, 

accurate, truthful, individualized and medically accurate. It is through receiving truthful and 

comprehensive information that individuals are empowered to make a decision that is in their best 

interests, and to give informed consent. To provide information that is not truthful, comprehensive or 

medically accurate is to deliberately manipulate and coerce. Every individual has the right to safe, 

supportive, and affirming health care in which providers demonstrate respect for human dignity.6  

 

Further implementation of this proposal has the potential to deny many women and families access 

to comprehensive sexual and reproductive health services. ACNM strongly opposes the language as 

proposed, as it would create barriers to access for an even larger number of women nationwide. 

Access to family planning counseling and a full array of medically accurate sexual and reproductive 

health services is vital for women’s health and well-being, especially women who wish to avoid or 

post-pone pregnancy.  

ACNM supports the rights of women to self-determine health care choices that meet her personal 

needs. These are personal choices, not institutional choices and are an integral component of 

women’s health care. The changes to the Title X family planning program contradicts ACNM’s 

position on a woman’s right to reproductive health choices. ACNM is committed to encouraging and 

upholding policies and actions that ensure access to medically accurate family planning methods and 

the full-range of family planning, sexual and reproductive health care services legally available in 

this country. The proposed changes to the Title X program would interfere with the provider-patient 

relationship by barring providers from providing critical reproductive-health information that 

midwives and other health care providers have a moral and ethical obligation to provide.  

                                                           
5 https://www.jahonline.org/article/S1054-139X(17)30260-4/fulltext 
6 American College of Nurse-Midwives. Code of Ethics with Interpretive Statements. 

http://www.midwife.org/ACNM/files/ACNMLibraryData/UPLOADFILENAME/000000000293/Code-of-Ethics-w-Explanatory-

Statements-June-2015.pdf. Accessed July 27, 2018.  
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We look forward to working with HHS to prioritize the health care of women through improvement 

of programs that support access to affordable and excellent care midwives can provide. No reform of 

the current Title X program should come at the expense of the health and well-being of the women, 

individuals and families our members care for. Please don’t hesitate to contact me at 

akohl@acnm.org or (240) 485-1806 with any questions. 

 

Sincerely,  

 

 
 

Amy M. Kohl  

Director, Advocacy and Government Affairs 

American College of Nurse-Midwives 
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July 30, 2018 

  

Alex Azar, Secretary of Health and Human Services 

Attention: Family Planning  

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building, Room 716G  

200 Independence Avenue SW  

Washington, DC 20201 

 

Valerie Huber, Senior Policy Advisor, Assistant Secretary for Health 

Attention: Family Planning  

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building, Room 716G  

200 Independence Avenue SW  

Washington, DC 20201 

 

Diane Foley, Deputy Assistant Secretary for Population Affairs 

Office of the Assistant Secretary for Health, Office of Population Affairs  

Attention: Family Planning  

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building, Room 716G 

200 Independence Avenue SW 

Washington, DC 20201 

 

RE:  HHS–OS–2018–0008, Proposed Rule for Compliance With Statutory Program 

Integrity Requirements  

 

Dear Secretary Azar, Senior Advisor Huber, and Deputy Assistant Secretary Foley: 

 

On behalf of the American Public Health Association, a diverse community of public health 

professionals that champions the health of all people and communities, I appreciate the 

opportunity to comment on the Department of Health and Human Services’ proposed rule 

entitled Compliance with Statutory Program Integrity Requirements.
1
 The proposed rule would 

significantly and detrimentally alter the Title X Family Planning Program, which has provided 

vital sexual and reproductive health services to people across the country for more than 40 years, 

and today provides services to 4 million people in the United States.  

 

As an organization committed to improving the health of the nation, we write to express our 

strong opposition to this proposed rule. Specifically, the proposed rule would interfere with the 

doctor-patient relationship and deny Title X patients critical information about their health and 

                                                
1 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. 25,502 (proposed Jun. 1, 2018) (to be codified at 42 

C.F.R. pt. 59).  
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health care options. Secondly, it is clearly designed to make it impossible for reproductive 

health-focused providers, like Planned Parenthood health centers, to continue to serve people 

through the program. Third, it would undermine Title X’s goals of providing comprehensive 

reproductive health services to people with low incomes. Additionally, the proposed rule 

radically underestimates the likely costs it will impose on patients, providers and on society. 

Finally, the rule would exacerbate existing health disparities. The combined result of these 

changes would be disastrous for public health in the United States. 

 

I. The Proposed Rule would interfere with the doctor-patient relationship and deny 

patients information that they need to make the best decisions for themselves and their 

families. 

 

The proposed rule would ban Title X providers from giving women full information about their 

health care options. Specifically, the proposed rule would eliminate the existing requirement that 

patients be provided with referrals upon request for the full range of pregnancy options, 

including prenatal care and delivery; infant care, foster care, or adoption; and abortion.
2
 That 

requirement would be replaced with a complete ban on health care providers giving abortion 

referrals.
3
 Many experts call this provision a “gag rule,” since it would restrict providers from 

speaking freely with their patients. The gag rule violates core ethical standards and undermines 

the patient-provider relationship. 

 

This rule conflicts with a fundamental principle that guides health care providers every day: 

patients’ needs are paramount and providers have an ethical obligation to put the needs of 

patients first. The prohibition on abortion referrals contravenes medical ethics and leaves 

providers in the position of not providing the best level of medical care or no longer participating 

in the Title X program, thereby potentially leaving their patients without access to care at all. 

 

In addition to the prohibition on abortion referral, the proposed rule also eliminates longstanding 

requirements guaranteeing patients in Title X information about all of their health care options. 

Title X regulations currently direct Title X projects to “[o]ffer pregnant women the opportunity 

to be provided information and counseling” on all pregnancy options.
4
 All such counseling must 

be neutral, factual, and nondirective.
5
 The proposed rule would eliminate the options counseling 

requirement in its entirety.  

 

This is problematic for at least two reasons. First, the proposed rule contemplates that some 

providers would not provide this counseling for asserted religious or moral reasons, but it does 

not contain any requirement that those providers advise patients of their refusal. Therefore, 

patients will not even know if they are getting complete information. Second, even for providers 

who want to offer their patients information about all of their health care options, the proposed 

rule creates confusion. On the one hand, the preamble includes language stating that doctors (and 

only doctors) could continue to offer nondirective counseling on abortion as a health care option, 

the operative language of the rule is completely silent on the subject. Particularly, combined with 

the prohibition on referrals, providers may not understand whether, or who, can provide abortion 

counseling to patients that request it. 

                                                
2 42 C.F.R. § 59.5(a)(5).    
3 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,531. 
9 42 C.F.R. § 59.5(a)(5).  
10 Id.  
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Limiting support for comprehensive reproductive health services takes us back to failed policies 

that harm women’s health. The gag rule has been associated with an increase in abortions, an 

increase in maternal deaths and encouraging unsafe abortions. APHA has long recognized access 

to the full range of reproductive and sexual health care services, including abortion, as a 

fundamental right
6
. Without access to these services, the health of women and girls is at risk. 

These services are essential for women’s lives, for population health and for advancing income 

equality, women’s rights and women’s individual freedom. 

 

II. The Proposed Rule is clearly designed to make it impossible for specialized 

reproductive health providers to continue to participate in the Title X program, 

threatening access to critical care services for thousands of people across the United 

States. 

 

The proposed rule is clearly designed to make it impossible for reproductive health-focused 

providers, like Planned Parenthood health centers, to continue to serve patients in Title X. First, 

the proposed rule would require Title X recipients to physically and financially separate Title X 

project activities from any of their abortion-related activities, including abortion referrals.
7
 These 

provisions completely ignore that specialized providers have for decades played an important -- 

and irreplaceable role -- in the Title X program. 

 

The rule would grant broad discretion to HHS to evaluate an individual Title X recipient’s 

compliance with the new physical and financial separation standard by instructing HHS to 

employ a “facts and circumstances” test in order to determine whether a Title X project has 

achieved “objective integrity and independence” from abortion-related activities.
8
 In its analysis, 

the agency would be required to consider at least four factors: 

 

1. The existence of separate, accurate accounting records; 

2. The degree of separation from facilities (e.g., treatment, consultation, 

examination and waiting rooms, office entrances and exits, shared phone 

numbers, email addresses, educational services, and websites) in which 

prohibited activities occur and the extent of such prohibited activities; 

3. The existence of separate personnel, electronic or paper-based health care 

records, and workstations; and 

4. The extent to which signs and other forms of identification of the Title X project 

are present, and signs and material referencing or promoting abortion are 

absent.
9
 

 

These factors reverse HHS’ longstanding interpretation that, “[i]f a Title X grantee can 

demonstrate [separation] by its financial records, counseling and service protocols, 

administrative procedures, and other means . . . , then it is hard to see what additional statutory 

                                                
6 American Public Health Association, Restricted Access to Abortion Violates Human Rights, Precludes Reproductive Justice, 

and Demands Public Health Intervention (Nov 3, 2015) available at https://www.apha.org/policies-and-advocacy/public-health-

policy-statements/policy-database/2016/01/04/11/24/restricted-access-to-abortion-violates-human-rights 
11 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,532. 
12 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,532. 
13 Id.  
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protection is afforded by the imposition of a requirement for ‘physical’ separation.”
10

 A notice 

issued by HHS further made clear that Title X service sites could use common waiting rooms, 

staff, and filing systems for abortion-related activities and Title X project activities.
11

 HHS fails 

to justify why this reversal is warranted. Moreover, these factors go even further than a 1988 

domestic gag rule issued by the Reagan administration. Even so, HHS states that the standard 

still may not go far enough in separating Title X services from abortion.  

 

These provisions are clearly designed to destabilize the Title X network by pushing out 

reproductive health-focused providers and bringing in providers that do not focus on 

reproductive health care. This would undermine the mission of Title X to increase access to 

family planning and sexual health care services, including the contraceptive methods of a 

patient’s choice, for low-income, uninsured, underinsured and underserved individuals. 

Moreover, evidence shows that Title X patients may prefer to see a provider that specializes in 

reproductive health. Specialized clinics can offer better or faster services such as having oral 

contraceptives available on site or same day IUD insertion.
12

 Also, women trust OB/GYN 

specialists and are generally more likely to talk with them about health concerns both within and 

outside the scope of sexual and reproductive health care.
13

 Thirty-five percent of women report 

their OB/GYN being their primary health care provider.
14

  

 

Planned Parenthood plays a critical and outsized role in the Title X program. Nationwide, 

Planned Parenthood health centers serve more than 40 percent of Title X patients. Eliminating 

Planned Parenthood from the Title X program would leave many people without access to care.  

In states that have eliminated Planned Parenthood from their family planning programs, the 

public health results have been disastrous. For instance, a recent study in the New England 

Journal of Medicine showed that blocking patients from going to Planned Parenthood in Texas 

had serious public health consequences.
15

 The study found a 35 percent decline in women in 

publicly funded programs using the most effective methods of birth control. Further, denying 

women access to the contraceptive care that they needed led to a dramatic 27 percent increase in 

births among women who had previously accessed injectable contraception through those 

programs. Moreover, public health officials fear a domestic gag rule, “could cripple federal 

efforts to stop a dramatic increase in sexually transmitted diseases in the U.S.”
16

 

 

III. The Proposed Rule would radically change the Title X program, adversely impacting 

the health of people across the nation. 
 

The proposed rule would threaten Title X program protections that are designed to ensure access 

to the full range of contraceptive methods. Currently, Title X projects must, by statute and 

                                                
14 Standards of Compliance for Abortion Related Services in Family Planning Services Projects, 65 Fed. Reg. 41,270, 41,276 

(Jul. 3, 2000).  
15 Provision of Abortion-Related Services in Family Planning Projects, 65 Fed. Reg. 41,281, 41,282 (Jul. 3, 2000). 
12 Frost, J.J., Gold, R.B., Bucek A., Specialized Family Planning Clinics in the United States: Why Women Choose Them and 

Their Role in Meeting Women’s Health Care Needs,Women’s Health Issues, 22(6) (2012), e519-e525. 
13 PerryUndem, “Research Findings: Women + OB/GYN Providers,” (Nov. 2013), available at 

https://www.plannedparenthood.org/files/4914/0656/5723/PPFA_OBGYN_Report.FINAL.pdf.  
14 Id. 
16 

Amanda J. Stevenson et al. “Effect of Removal of Planned Parenthood from the Texas Women’s Health Program,” New 

England Journal of Medicine, Vol. 374, available at http://www.nejm.org/doi/full/10.1056/NEJMsa1511902#t=article.  
17  Michelle Andrews, Trump's Redirection Of Family Planning Funds Could Undercut STD Fight, NPR (June 12, 2018), 

available at https://www.npr.org/sections/health-shots/2018/06/12/618902785/trumps-redirection-of-family-planning-funds-

could-undercut-std-fight 
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regulation, offer a broad range of acceptable and effective family planning methods and 

services.
17

 Access to “the full range of FDA-approved contraceptive methods” has also been 

deemed an essential feature of quality family planning by the U.S. Office of Population Affairs, 

which administers Title X, and the Centers for Disease Control and Prevention in their 

authoritative clinical guidelines for quality care.
18

 While HHS cannot alter the statutory 

requirement that Title X projects offer “a broad range of acceptable and effective family 

planning methods and services,
19

 the proposed rule goes out of its way to emphasize that 

“projects are not required to provide every acceptable and effective family planning method or 

service,” giving Title X projects authority to exclude methods or services of their choosing.
20

 

Moreover, the proposed rule would remove the requirement that family planning methods 

available from Title X projects must be “medically approved.”
21

  

 

Collectively, these changes appear intended to allow Title X projects to deny patients access to 

the full complement of effective contraceptive methods. We are very concerned that this 

lowering of the threshold for participation in Title X will result in organizations with little or no 

experience providing sexual and reproductive health care participating in the program, which in 

turn would inevitably lead to reduced access to a broad range of methods for patients. All people 

seeking care in Title X programs are entitled to access the contraceptive method that works best 

for their individual circumstances, and that requires access to all methods of contraception. 

Indeed, this was the very purpose of the Title X program in the first place. At the time, Congress 

stated that Title X’s purpose was “making comprehensive voluntary family planning services 

readily available to all persons desiring such services.”
22

   

 

Moreover, in the proposed rule HHS makes a number of unsupported contentions about the 

benefits of the rule, including that it would improve access to and the quality of care provided at 

Title X sites.
23

 In fact, the United States is currently experiencing a 30-year low in unintended 

pregnancy and an all-time low in teen pregnancy. These results have been achieved in large part 

due to access to affordable contraception - in particular the most effective methods of 

contraception - including through programs like Title X. This rule threatens to turn back the 

progress that has been made.  

 

                                                
18 42 U.S.C. § 300(a); 42 C.F.R. § 59.5(a)(1). While the entire project is held to the “broad range” standard under the current 

rules, each participating entity is not. So “[i]f an organization offers only a single method of family planning, it may participate as 

part of a project as long as the entire project offers a broad range of family planning services.” 
19 Department of Health and Human Services and Centers for Disease Control and Prevention, Providing Quality Family 

Planning Services: Recommendations of CDC and the U.S. Office of Population Affairs, 2, (Apr. 2014), available at 

https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf.  
20 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. 25,502 (proposed Jun. 1, 2018) (to be codified at 42 

C.F.R. pt. 59). 
21 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,530. 
22 Id. at 25,530. 
23 Pub. L. No. 91-572, § 2(1); see S. Rep. No. 91-1004, at 2 (1970) (emphasis added).. 
24 See, e.g., Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,505 (“If finalized and implemented 

as proposed, the new regulations would contribute to more clients being served, gaps in service being closed, and improved client 

care that better focuses on the family planning mission of the Title X program”); 83 Fed. Reg. at 25,522 (HHS cites as expected 

benefits of the proposed rule “Enhanced patient service and care” and also states that the rule “is also expected to increase the 

number of entities interested in participating in Title X as grantees or subrecipient service provides and, thereby, to increase 

patient access to family planning services focused on optimal health outcomes for every Title X client”). 
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APHA supports the universal human right to voluntary, informed, affordable access to the full 

range of modern contraceptive methods, including emergency contraception.
24

 Full access to 

contraceptive coverage is a vital component of preventive health services for women. By 

enabling women to choose when to have children, contraception improves women’s health
25

 and 

economic security.
26

 The economic impacts of the proposed rule must be fully considered, 

including the effect on women’s economic security and the additional health costs that result 

from insufficient preventive health care. 

 

IV. The Proposed Rule fails to account for numerous costs that will be imposed on women, 

providers and society if it is implemented. 

 

HHS fails to take into account most of the costs that will accrue under this rule. HHS 

acknowledges that the proposed rule has no quantifiable benefits. At the same time HHS 

significantly underestimates the projected costs by only erroneously confining its discussion of 

the rule’s costs to include only the costs borne by entities that would have to comply with the 

rule, but not calculating the considerable additional costs, including for Title X patients who are 

no longer able to receive the health care services that they need, as well as the resultant health 

care costs to state and local health systems. Moreover, even HHS’s calculations of the logistical 

and structural costs of compliance are insufficient. Remarkably, because of that failure, HHS has 

determined that its rulemaking is not “economically significant” because it believes the rule’s 

economic effects would fall short of a $100 million threshold. An accurate analysis of the costs 

would determine that the costs are significantly greater than $100 million. For instance, the 

proposed rule’s extensive new reporting requirements—from subrecipients to patient medical 

records—would be far more economically and administratively burdensome than HHS suggests. 

It would require changes in electronic health record systems and additional time in training and 

management that far exceed the estimated costs as outlined in the proposed rule. Furthermore, 

the physical separation requirements would impact all Title X providers, and seek to require 

wholly separate second sites to be opened in order for Title X-funded organizations to continue 

separate, non-Title X activities. 

 

V. The Proposed Rule would worsen existing health disparities leaving communities that 

already experience worse health outcomes with less access to care 
 

All of the harmful impacts laid out above will fall most heavily on the people who are most in 

need of comprehensive, affordable reproductive and sexual health care services. Because of 

systemic inequities, the people served by the Title X program are more likely to be people of 

color and to face language barriers and other barriers to care. This rule will deny people who 

already face health disparities access to the best possible care through experienced providers and 

to all methods of contraception.  

 

                                                
24 American Public Health Association. (2015) Universal Access to Contraception. Accessed October 18, 2017 from 

https://www.apha.org/policies-and-advocacy/public-health-policy-statements/policy-database/2015/12/17/09/14/universal-access-

to-contraception  
25 Wendt A, Gibbs CM, et al. (2012) “Impact of increasing inter-pregnancy interval on maternal and infant health. Pediatr Perinat 

Epidemiol. Accessed October 18, 2017 from https://www.ncbi.nlm.nih.gov/pubmed/22742614  
26 Bailey M, Hershbein B, Miller A. 2012. The Opt-in Revolution? Contraception and the Gender Gap in Wages. National Bureau 

of Economic Research. Accessed October 18, 2017 from http://www.nber.org/papers/w17922.pdf  
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For nearly 50 years, the Title X family planning program has been a critical underpinning of the 

public health safety-net infrastructure that serves millions of low-income people each year. Title 

X was created to ensure that all people in the United States can access high-quality preventative 

sexual and reproductive health care. Title X service sites offer free and reduced-cost 

contraception and health services to low-income and uninsured populations. Of the 4 million 

patients who visit Title X providers, two-thirds live below the federal poverty level and almost 

half are uninsured. These health centers provide resources that are necessary for a healthy 

population, such as cancer screenings, STI testing and treatment, sexual education, and effective 

contraception, to a population that otherwise has limited access.  

 

This federal program should be preserved and strengthened—not compromised by unnecessary 

over-regulation and limitations that are contrary to ethical medical practice. For all of these 

reasons, we strongly urge you to not finalize the proposed rule.  

 

Sincerely, 

 
Georges C. Benjamin, MD 

Executive Director 
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July 31, 2018 
 
Diane Foley, MD, FAAP 
Deputy Assistant Secretary for Population Affairs 
Office of the Assistant Secretary for Health 
Office of Population Affairs 
US Department of Health and Human Services 
Attention: Family Planning 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 
 
Attn: “Compliance with Statutory Program Integrity Requirements” NPRM, RIN 0937–ZA00 
 
The National Family Planning & Reproductive Health Association (NFPRHA) is pleased to provide 
comments on the US Department of Health and Human Services’ (HHS) notice of proposed rulemaking 
(“2018 NPRM” or “NPRM”), “Compliance with Statutory Program Integrity Requirements,” RIN 0937–ZA00. 
 
NFPRHA is a national, nonprofit membership organization that advances and elevates the importance of 
family planning in the nation’s health care system and promotes and supports the work of family planning 
providers and administrators, especially those in the safety net. NFPRHA envisions a nation where all 
people can access high-quality, client-centered, affordable, and comprehensive family planning and sexual 
health care from providers of their choice. 
 
NFPRHA represents more than 850 health care organizations and individuals in all 50 states, the District of 
Columbia, and the territories. NFPRHA’s organizational members include state, county, and local health 
departments; private, nonprofit family planning organizations (including Planned Parenthood affiliates and 
others); family planning councils; hospital-based clinics; and federally qualified health centers. NFPRHA’s 
members operate or fund a network of more than 3,500 health centers that provide high-quality family 
planning and related preventive health services to more than 3.7 million low-income, uninsured, or 
underinsured individuals each year. 
 
NFPRHA’s members include more than 80% of the current Title X grantees and, similarly, a large segment 
(66%) of Title X subrecipients. A central part of NFPRHA’s work, as the professional and advocacy 
organization for publicly funded family planning organizations, involves the education, training, and support 
of Title X providers, and representation of their interests nationally, to enable them to effectively and 
efficiently provide high-quality family planning care to Title X patients and meet all requirements of the Title 
X program.   
 
NFPRHA believes the 2018 NPRM will damage this vital safety-net program and severely diminish, rather 
than increase, the public health benefits from the limited funding available to it. Although the proposed rule 
in many ways is designed to target abortion-related activities and entities that provide abortion care, it is 
not limited to such activities and/or providers and would have far-reaching implications for all Title X-
funded entities, the services they provide, and the ability of patients to receive the confidential family 
planning and related sexual health care they seek. The proposed rule provides no coherent rationale nor 
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any evidence for why this proposed rule is needed; fails to consider the substantial harms the proposed 
rule would cause to the Title X providers, their patients, and the Title X program itself; is vague and 
internally inconsistent in many respects; does not properly consider or estimate the significant costs that 
would result from the proposed rule; and includes provisions that exceed HHS’s statutory authority and 
conflict with governing law, including not only Title X but also constitutional limitations. Therefore, 
NFPRHA urges HHS to withdraw the 2018 NPRM. 
 

*** 
 

The 2018 NPRM Would Undermine the Core Purpose of the Title X Program, Which is to Make Modern 
Medical Methods of Acceptable and Effective Contraception Available to All, Regardless of Income 
 
Title X was expressly created in 1970 to make “‘comprehensive family planning services readily available to 
all persons desiring such services.”1 Specifically, many low-income women had more children than they 
desired, because both the pill and the other most effective contraceptive method at the time, the copper 
intrauterine device (IUD), were both expensive medical methods. Congress enacted Title X to help those 
“medically indigent” persons – low-income individuals who desired but could not access the contraceptive 
methods that more affluent members of society could, and who were: 
 

forced to do without, or to rely heavily on the least effective nonmedical techniques for 
fertility control unless they happen to reside in an area where family planning services are 
made readily available by public health services or voluntary agencies.2 

 
For this reason, the statute requires Title X projects to “offer a broad range of acceptable and effective 
family planning methods and services,” and prioritizes a project’s capacity to make rapid and effective use 
of federal funds for family planning. The “broad range” of family planning methods that Title X-funded 
projects offer must “includ[e] the provision of prescription and nonprescription contraceptive drugs and 
devices.”3 The current regulations, which have been in effect for decades, reinforce this central statutory 
purpose, requiring Title X projects to provide “medical services related to family planning (including 
physician’s consultation, examination[,] prescription, and continuing supervision, laboratory examination, 
contraceptive supplies” and “a broad range of acceptable and effective medically approved family planning 
methods” and services.4 
 
The 2018 NPRM fundamentally weakens the ability of the Title X program to achieve its central mission of 
making modern methods of acceptable and effective contraception available to all who desire them. As 
discussed below, it weakens (or eliminates entirely) the requirement that Title X entities and projects 
provide a broad range of acceptable and effective contraceptive methods, which is exacerbated by the 
NPRM’s attempts to proscribe the bulk purchasing of contraceptives as a permissible Title X expense. 
Combined with its attempts to favor “non-traditional Title X partnering organizations” and “innovative ways 
to provide services” without ensuring that those entities or approaches will continue to provide access to 
effective contraceptive methods, the NPRM will undermine Title X’s core mission.  
 
Specifically, the NPRM in myriad places weakens the assurances that Title X patients will be able to obtain 
contraceptive services. For example:   

                                                           
1 Planned Parenthood Federation of America, Inc. v. Heckler, 712 F.2d 650, 651 (D.C. Cir. 1983) (quoting S. REP. NO. 91-1004, at 2 (1970)). 
2 S. REP. NO. 91-1004, at 9 (1970).  
3 Heckler, 712 F.2d at 651-52. See also 42 C.F.R. § 59.5(b)(1). 
4 42 C.F.R. § 59.5 (emphasis added). 
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• Section 59.2 of the 2018 NPRM proposes to define “family planning” to mean “the voluntary 
process of identifying goals and developing a plan for the number and spacing of children and the 
means by which those goals may be achieved.” In this definition, “the means” of achieving family 
planning goals would: 

 
include a broad range of acceptable and effective choices, which may range from 
choosing not to have sex to the use of other family planning methods and services 
to limit or enhance the likelihood of conception (including contraceptive methods 
and natural family planning or other fertility awareness-based methods) and the 
management of infertility (including adoption).5 

 
• Section 59.5(a)(1) of the proposed rule, which details the requirements that must be met by a Title 

X project, eliminates the term “medically approved” from the longstanding regulatory requirement 
that projects provide “a broad range of acceptable and effective medically approved family 
planning methods.”6  

 
• Section 59.5(a)(1) replaces the cautionary, caveat language of the current regulations that 

organizations that only provide a single method of family planning may still participate in a Title X 
project, but only if the entire project offers a broad range with a more permissive, even 
encouraging, directive that states: (i) “projects are not required to provide every acceptable and 
effective family planning method or service” and (ii) “a participating entity may offer only a single 
method or a limited number of methods of family planning as long as the entire project offers a 
broad range of such family planning methods and services.”7 
 

• While Title X projects currently offer information and counseling about adoption, and referrals upon 
request, the proposed rule would add adoption services as a type of “infertility service” that can be 
offered as a means of satisfying an entity’s obligation to provide a “broad range of acceptable and 
effective family planning methods and services.” 8 Today, Title X projects provide information and 
counseling about adoption, as well as referrals, upon request to pregnant patients in the context of 
nondirective options counseling. But the NPRM appears, without statutory authority, to expand Title 
X to cover actual adoption services. To the extent that this proposal contemplates the social 
services necessary to assist in placing children for adoption and facilitating adoptions, those 
complex and costly services are not only beyond Title X’s statutory scope but would redirect a large 
amount of Title X funds.    

 
These changes appear to do two key things. First, the changes attempt to impermissibly expand the types 
of methods and services that a Title X project can offer to satisfy the “broad range” requirement. Second, 
the changes encourage more single-method/service or limited-method/service providers within a Title X 
project.9   
 
When put together, the changes in the 2018 NPRM seem to contemplate that it could be acceptable for a 
Title X project to, for example, provide only natural family planning and other fertility awareness-based 

                                                           
5 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. 25502, 25529 (proposed June 1, 2018) (to be codified at 42 

C.F.R. pt. 59).  
6 83 Fed. Reg. at 25530.  
7 Id. 
8 Id. 
9 See, e.g., 83 Fed. Reg. at 25516. 
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methods (and perhaps a single type of non-medical contraception, such as condoms) along with 
abstinence-only-unless-married education for adolescents and adoption services and to include multiple 
service sites that provide only some of these services.  
 
This is a drastic change that would fundamentally alter the Title X program, thwart its primary goal, and 
leave Title X clients without access to critical health care services.10 Title X-funded health centers served 
four million people in 2016, 88% of whom were low-income, and almost two-thirds of whom lived in 
poverty.11 In 2015, Title X health centers provided contraceptive methods that helped women prevent 
approximately 820,000 unintended pregnancies.12 In 2016, 62% of Title X’s female patients were utilizing 
Title X methods of contraception classified by HHS and the Centers for Disease Control and Prevention 
(CDC) as “most effective” or “moderately effective” rather than the “less effective” methods such as 
condoms or fertility awareness-based methods. The provision of these services saves the public billions of 
dollars in health care costs each year.13 As discussed in further detail below, directing resources away 
from contraception will result in more unintended pregnancies and unplanned births, at a significant cost 
to taxpayers and to public health. For all of these reasons, HHS should withdraw the proposed rule and 
maintain Title X’s current emphasis on a full range of effective family planning care, including the most 
advanced contraceptives.    
 

*** 
 
The 2018 NPRM Unjustifiably Eliminates Title X’s Longstanding Legal and Ethical Requirement for 
Nondirective Options Counseling, including All Referrals upon a Patient’s Request 
 
The proposed rule’s drastic changes to pregnancy counseling by Title X providers violate Congress’ 
explicit, repeated mandates; contradict central principles of medical ethics; attempt to enlist clinicians in 
deceiving and delaying patients who seek information about or access to abortion providers; and are not in 
any way sufficiently justified by the NPRM. These changes, if adopted, will drive a number of Title X 
providers from the program, shrink and diminish the effectiveness of the Title X network, harm patients’ 
health, attempt to exert coercion over and impose dignitary harms on patients, and damage the trusted 
clinician-patient relationships for which Title X is known.14 Moreover, these distorted counseling 
parameters are in no way required for “program integrity” purposes. At the request of a patient with a 
positive pregnancy test or confirmed pregnancy, nondirective pregnancy options counseling, including 

                                                           
10 See, e.g., Providing Quality Family Planning Services: Recommendations of CDC and the U.S. Office of Population Affairs (“QFP”), 63 

RECOMMENDATIONS AND REPORTS 1 (2014), https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf; Center for Disease Control and Prevention, 

Effectiveness of Family Planning Methods (2011), 

https://www.cdc.gov/reproductivehealth/contraception/unintendedpregnancy/pdf/Contraceptive_methods_508.pdf.  
11 Christina Fowler et al., Family Planning Annual Report: 2016 National Summary (“FPAR”), RTI INTERNATIONAL 1, 21 (August 2017), 

https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf. 
12 Jennifer J. Frost et al., Publicly Funded Contraceptive Services at US Clinics, 2015, GUTTMACHER INSTITUTE 10 (2017). 
13 Jennifer J. Frost et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of the US Publicly Funded Family 

Planning Program, 92 THE MILBANK Q. 667, 703 (2014), https://www.guttmacher.org/sites/default/files/pdfs/pubs/journals/MQ-

Frost_1468-0009.12080.pdf. 
14 Kinsey Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program, 20 GUTTMACHER POLICY REVIEW 21-

22 (2017), https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-undercut-title-x-national-family-planning-program (“Title X-

funded providers offer high-quality and timely contraceptive care.”); Marion W. Carter et al., Four Aspects of the Scope and Quality of 

Family Planning Services in U.S. Health Centers: Results From A Survey of Health Center Administrators, 94 J. CONTRACEPTION 340 (2016) 

(“[T]he scope and quality of [] family planning services was relatively high, particularly among Planned Parenthood clinics and Title X-

funded centers.”); Jennifer Frost et al., Specialized Family Planning Clinics in the United States: Why Women Choose Them and Their Role 

in Meeting Women's Health Care Needs, 22 WOMEN’S HEALTH ISSUES 519, 525 (2012), (women, including Title X patients, prefer to visit 

specialized family planning clinics because these clinics have respectful staff who are knowledgeable about women’s health). 
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referrals, is a required part of Title X programs. Therefore, all proposed efforts to alter or limit the current 
regulation outlining Title X’s required nondirective pregnancy options counseling (§ 59.5(a)(5)), should be 
abandoned, and that regulation should be maintained in full.       
 
Congress Mandates that All Title X Pregnancy Counseling be Nondirective and HHS Has No Authority to 
Contradict that Mandate, under Which Patients are Entitled to a Discussion of All Options  

   
Congress explicitly understands that testing for, information about, and counseling about pregnancy 
regularly occurs as part of Title X programs and has mandated for decades that, in Title X projects, “all 
pregnancy counseling shall be nondirective.”15 The current § 59.5(a)(5) implements that legislative 
mandate by requiring all Title X projects “to offer pregnant women the opportunity to be provided 
information and counseling regarding each of the following options: (A) prenatal care and delivery; (B) 
infant care, foster care, or adoption; and (C) pregnancy termination.” It further requires that such 
information and counseling “provide neutral, factual information and nondirective options counseling on 
each of the options, and referral upon request, except with respect to any option(s) about which the 
pregnant woman indicates she does not wish to receive such information and counseling.” 

 
Contrary to the proposals in the NPRM, HHS has no regulatory authority to depart from Congress’ 
requirement of this nondirective counseling and would violate Congress’ clear specifications for the use of 
Title X funds if it were to adopt the proposed §§ 59.5(a)(5), (b)(8), 59.14, and 59.16. As explained below, 
however, it is not only congressional direction but medical ethics and other requirements of appropriate 
care that show these proposals should be abandoned. Yet, the NPRM does not consider these factors at 
all, gives them inadequate weight, or tries to dismiss them with irrational distinctions, to attempt to justify 
improper new regulations dictating the information and referrals that can be provided to pregnant Title X 
patients. As HHS has recognized “[t]he requirement for nondirective options counseling has existed in the 
Title X program for many years, and, with the exception of the period 1988-1992, it has always been 
considered to be a necessary and basic health service of Title X projects … [T]his policy is also consistent 
with the prevailing medical standards recommended by national medical groups such as the American 
College of Obstetricians and Gynecologists (ACOG) and the American Medical Association.”16 

 
And as HHS has explained, “totally omitting information on a legal option or removing an option from the 
client’s consideration necessarily steers her toward the options presented and is a directive form of 
counseling.”17 Indeed, as the NPRM itself notes, Congress has explained that “nondirective counseling is 
the provision of information on all available options without promoting, advocating, or encouraging one 
option over another.”18 

 
The 2018 NPRM fails to describe or establish evidence of any proper and sufficient justification for 
abandoning the strong rationale that HHS itself has repeatedly laid out for the longstanding requirement of 
accurate and complete nondirective options counseling, including when it adopted the current version of 

                                                           
15 This language was first included in Omnibus Consolidated Rescissions and Appropriations Act of 1996. Public Law 104-134 
(1996),and has been included in every appropriations act since that includes the Department of Health & Human Services; see 
also Angela Napili, Title X (Public Health Service Act) Family Planning Program, CONG. RESEARCH SERV. (2017), 
https://fas.org/sgp/crs/misc/RL33644.pdf. 
16 Standards of Compliance for Abortion-Related Services in Family Planning Services Projects, 65 Fed. Reg. 41270, 41273 (proposed July 

3, 2000) (citations omitted). 
17 Id. 
18 83 FR 25512 n. 41 (quoting Family Planning Amendments Act of 1991, 138 Cong Rec. H2822-02 (April 30, 1992)).  
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the Title X regulations in 2000.19 Nor, given the express congressional mandate that all pregnancy 
counseling be nondirective, could it do so.   

   
Principles of Medical Ethics and HHS’s Own Standards Require Nondirective Counseling, including Referrals 
to Other Providers once It is Determined Patients’ Needs Go beyond Title X 

 
Upon confirmation of a diagnosis or condition, medical providers have a duty to give patients complete 
information about all care options.20 ACOG advises that after a pregnancy diagnosis, “[t]he patient should 
be fully informed in a balanced manner about all options, including raising the child herself, placing the 
child for adoption and abortion.”21 When the care that patients seek is beyond the scope of clinicians’ 
practice, clinicians “fulfill their obligations to patients through referral to other professionals who have the 
appropriate skills and expertise to address the situations.”22   
 
The leading national clinical standards of care for family planning, developed by HHS’s Office of Population 
Affairs (OPA) and the CDC and published as “Providing Quality Family Planning Services” ( QFP) reflect 
these ethical principles by instructing that “[pregnancy] test results should be presented to the client, 
followed by a discussion of options and appropriate referrals. Options counseling should be provided in 
accordance with the recommendations from professional medical associations, such as ACOG and 
AAP.”23 The QFP, which currently governs Title X providers through HHS’s Program Guidelines, requires 
care that “is respectful of, and responsive to, individual client preferences, needs, and values; client values 
guide all clinical decisions.”24   

 
The proposed rule leaves unclear whether providers can mention abortion in pregnancy counseling in any 
manner and ignores non-physician providers  
 
In violation of these standards and Congress’ instructions, the proposed rule would adopt a new and 
absolute prohibition on Title X projects “refer[ring] for” or “presenting abortion as a method of family 

                                                           
19 See, e.g., 65 Fed. Reg. at 41270-75. 
20 See, e.g., Lois Snyder, The Physician and the Patient: Decisions about Reproduction, AMER. COLL. OF PHYSICIANS ETHICS MANUAL (6th 

ed. 2012), https://www.acponline.org/clinical-information/ethics-and-professionalism/acp-ethics-manual-sixth-edition/acp-

ethics-manual-sixth-edition; American Medical Association (AMA) Code of Medical Ethics § 2.1.3 (“[W]itholding information without 

the patient’s knowledge or consent is ethically unacceptable.”); Counseling the Adolescent about Pregnancy Options, 101 PEDIATRICS 938, 

938-40 (1998), http://pediatrics.aappublications.org/content/pediatrics/101/5/938.full.pdf (“When consulted by a pregnant adolescent 

pediatricians should be able to make a timely diagnosis and the help the adolescent understand her options and act on her decision to continue 

or terminate her pregnancy.”); Guidelines for Ethical Conduct for the PA Profession, AMER. ACAD. OF PHYSICIAN ASSISTANTS 1 (2013), 

https://www.aapa.org/wp-content/uploads/2017/02/16-EthicalConduct.pdf (“[Physician Assistants] have an ethical obligation to provide 

balanced and unbiased clinical information about reproductive health care.”). 
21 American College of Obstetricians and Gynecologists (ACOG), GUIDELINES FOR WOMEN’S HEALTH CARE: A RESOURCE MANUAL 719-20 

(4th ed. 2014). 
22 Id. at 100-01; see also id. at 82-83 (“Once a physician is aware that a patient’s medical needs may fall outside” his or her practice, 

“appropriate care should be arranged.”); AMA Code of Medical Ethics § 1.2.3 (“Physicians’ fiduciary obligation to promote patients’ best 

interest and welfare can include  ... referring patients to other professionals to provide care.”); World Medical Association, International 

Code of Medical Ethics (2018) (“Whenever an examination or treatment is beyond the physician’s capacity, he/she should consult with or 

refer to another physician who has the necessary ability.”); Counseling the Adolescent about Pregnancy Options , 101 PEDIATRICS 938, 938-

40 (1998)(“Pediatricians  ... should be prepared to support the adolescent in her decision or refer her to a physician who can.”).  
23 QFP at 14. 
24 Id. at 4; see also id. at 14 (“Referral to appropriate providers of follow-up care should be made at the request of the client, as 
needed.”). 
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planning,” in the context of counseling for pregnant Title X patients or otherwise.25 As the NPRM makes 
clear throughout, it aims to abolish the requirement of nondirective options counseling.26   

 
At the same time, and confusingly, the preamble section of the NPRM states: “Recognizing, however, the 
duty of a physician to promote patient safety, a doctor would be permitted [though not required] to provide 
nondirective counseling on abortion” (83 FR 25507). It is unclear how a physician could provide 
“nondirective counseling” on abortion without “presenting” the option of abortion, in apparent violation of 
the proposed § 59.5(a)(5). It is also unclear whether such permitted counseling might be limited to safety 
information or to negative information about abortion. This confusing and unexplained conflict between 
the preamble and the actual text of the proposed regulation at a minimum requires clarification by HHS. 

 
In addition, the statement in the preamble is limited to physicians. Does this mean HHS is allowing some 
statements about abortion only by physicians? There is no justification for allowing doctors but not other 
medical professionals to provide certain information to Title X patients. Counseling pregnant patients is 
often performed by and is well within the capabilities of Title X’s primary provider type: advanced practice 
clinicians.27 If only physicians are permitted to provide some form of nondirective options counseling, this 
will effectively prevent such counseling in numerous Title X facilities and for many Title X patients. 
Physicians make up less than a quarter by type of clinical service providers within Title X, and in some 
regions, only 8% are physicians.28 If HHS were to limit options counseling to physicians, which it should not 
do, that would significantly raise the cost of providing such care and substantially reduce the number of 
patients with those needs who could be served without any justification for doing so.  

 
The agency’s rationale for barring referrals is unsupportable and contradicted by other portions of the Title X 
rule and law governing the Title X program  

 
The NPRM bars referrals for abortion erroneously arguing that because post-conception care is outside 
the bounds of Title X programs and any options counseling must be nondirective, referrals for abortion 
must therefore be barred to maintain “program integrity” and to avoid any “directive” counseling of Title X 
patients when they are confirmed pregnant. HHS claims that “[r]eferrals for abortion are, by definition, 
directive” and therefore contends that Title X projects can never provide abortion referral and be in 
compliance with Congress’ mandate, discussed above, that ‘‘all pregnancy counseling” in Title X projects 
“shall be nondirective.”29 Yet, illogically, HHS finds no violation of the congressional mandate in its proposal 
here to uniquely require referrals for prenatal and adoption services and to require information to protect 
“the health of the unborn child” for all pregnant patients an approach which is directive and violative of 
federal law. Referrals for abortion upon the request of the patient are not directive in the context of the 
congressionally required Title X pregnancy counseling because the Title X provider offers medically 
accurate, neutral information and referral access for all three options, in accordance with direction from 
the patient. 

   
In addition, it bears noting that patient referrals to other providers for all kinds of health services that are 
not included in the Title X program are an ordinary part of Title X care. Section 59.5(b)(8) of the current 
Title X regulations directs projects to coordinate and provide for referrals with all kinds of health service 

                                                           
25 83 Fed. Reg. at 25530-32  
26 Id. at 25506 (erroneously arguing that requirement to include abortion information and referral within nondirective options counseling for 

pregnant patients “is inconsistent” with the Title X statute).  
27 2016 FPAR Ex. 30. 
28 Id. 
29 See, e.g., Consolidated Appropriations Act of 2018, Pub. L. No. 115-141, Div. H, Title II, 716–717 (2018). 
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providers in their community.30 Neither HHS’s definition of family planning within Title X projects as not 
including “post-conception care,” nor the statutory requirement that “[n]one of the funds appropriated 
under this title shall be used in programs where abortion is a method of family planning,”31 stand in the 
way of Title X clinicians’ provision of patient-requested referrals to abortion care outside of the Title X 
program. Section 59.5(b)(8) and other sections of the existing regulations should not be amended to 
attempt to carve out and thwart pregnant patients’ requests, when the required nondirective options 
counseling occurs, for abortion information and referrals to that care outside of the Title X program.         

  
The proposed rule involves clinicians in misleading patients and provides arbitrary and unethical limits on 
factual information they might provide  

 
Communication between clinicians and patients is further unjustifiably compromised by § 59.14(a) of the 
proposed rule. Section 59.14(a) provides that, if a pregnant Title X patient “clearly states that she has 
already decided to have an abortion,” a “medical doctor may provide a list of licensed, qualified, 
comprehensive health service providers (some, but not all, of which also provide abortion, in addition to 
comprehensive prenatal care).”32 The list, if provided, “shall not identify the providers who perform abortion 
as such.”33 All other pregnant patients, if they ask for referral information, are to be provided a similar list, 
but that one must exclude all abortion providers. Like the counseling limitation discussed above, this 
provision suffers from all of the same negative effects of limiting communication with patients solely to 
doctors, rather than any appropriate personnel. 

 
Moreover, this proposed regulation goes several steps further in inappropriately limiting doctors or other 
clinicians’ communications to such misleading and incomplete lists. When a patient “clearly” tells the 
physician that the patient “has already decided to have an abortion” and asks for further information on 
that desired next step, the proposed rule would only allow an unlabeled list of solely “comprehensive health 
service providers.” The flaws and incorrect assumptions in this approach are legion, and the NPRM fails to 
discuss or even acknowledge most of them.  

 
First, the meaning of “comprehensive health service providers” and the range necessary to be 
“comprehensive” is unclear, but even if this only means comprehensive prenatal care (and not 
comprehensive primary health or other services as well), in many parts of the country, the clinician would 
not have any “comprehensive health service providers” that “also provide abortion” to include on that list. In 
fact, the NPRM acknowledges that abortions are “increasingly performed at” more specialized health 
centers than at the “comprehensive health service providers” that might go on this list.34 To give just one 
example, there are currently approximately six states with only a single abortion provider; none of those 
facilities currently provide prenatal care or primary care services. Thus, for women in those six states, even 
if they specifically state that they have decided to have an abortion, a physician cannot put the state’s only 
abortion provider on the list of resources the physician provides to the patient. The same is true for women 
in countless other regions throughout the country. Contrary to the proposed rule’s limited approach, Title X 
clinical counseling, including full factual information about and referral to providers, should focus on the 
real options in a region, not “comprehensive health service providers” providing abortion that do not exist.  

 
Second, the Title X providers are directed that their only permitted, concrete response to even a clear 
statement that the patient has already decided on an abortion and a request for factual information about 

                                                           
30 Cf. 42 C.F.R. §§ 50.5(b) (1), (2) (2018).  
31 83 Fed. Reg. at 25502.  
32 Id. at 25531.  
33 Id. 
34 Id. at 25507.  
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local providers or a referral to one of them, is to hand the patient a piece of paper with this unlabeled list. 
Even if there is an abortion provider that fits the extreme and unjustified limitation of being part of a 
“comprehensive health service provider,” that list cannot identify the provider as offering abortion services 
and must include other comprehensive health service providers that do not offer abortion. Thus, the only 
information the provider might be able to share, in response to a clear patient request and expectation of 
assistance, is a misleading list with parameters that remain unknown to patients. Given that the proposed 
rule itself explicitly permits a list with one or more abortion provider(s) on it to be given to some patients, it 
is irrational, arbitrary, and disrespectful of the patient to not permit the list to be labelled and for an 
abortion provider to be identified as such on the piece of paper.              

  
Third, the proposed rule allows only an even more restricted list of providers to go to all patients other than 
those who have “clearly stated” a decision to have an abortion. Yet, patients are not told that such a 
decision must be clearly articulated in order to receive the list that might include abortion providers. Even 
patients who have made such a decision will not be treated as such, unless they figure out the need to 
clearly state a definitive decision. For patients who simply want complete information in order to make 
later choices, the proposed approach is of no use. As with so much else above, this redirects the Title X 
clinician from the role of trusted medical professional, properly focused on the patient’s interests and 
requests for information, to a participant in the proposed regulation’s game-playing.  
 
The proposed rule requires Title X clinicians to force unwanted information on and to breach the confidentiality 
of patients in violation of longstanding Title X law and medical ethics 

 
The proposed rule would not only restrict Title X care to severely limit or render impossible any counseling 
about abortion. As mentioned above, the rule further would require (§ 59.14) that Title X projects must 
refer pregnant patients for “appropriate prenatal and/or social services (such as prenatal care and delivery, 
infant care, foster care, or adoption)” regardless of the patient’s wishes or interest in such referrals.35 In 
addition, all pregnant patients “shall be given assistance with setting up a referral appointment to optimize 
the health of the mother and unborn child.”36 And Title X clinicians must also provide all pregnant patients 
“with information necessary to protect her health and the health of the unborn child until such time as the 
referral appointment is kept.”37 These extraordinary, unwavering requirements require providers to (a) force 
information and referrals relevant to continuing a pregnancy on patients, even in those cases where the 
patient has expressed that she does not want such information and (b) forces Title X staff to breach 
patient confidentiality by “assisting” patients with setting up referral appointments regardless of the 
patient’s decisions. In so doing, the proposed requirements again instruct medical professionals to violate 
ethical standards, best practices, and core requirements of the Title X program, as expressed in 
longstanding statute and regulations.  

 
An essential legal requirement of the Title X program has been its completely voluntary, noncoercive 
approach to patients using its services. From the outset, Congress has required that all Title X services be 
up to the individual, with no mandatory care, referral, or other counseling imposed on Title X patients 
without their desire for and voluntary acceptance of them.38 The regulations have always echoed this 
statutory requirement of voluntariness and non-coercion.39 They explicitly require, in a section of the 
regulations unaffected by the NPRM, that Title X projects must “[p]rovide services without subjecting 

                                                           
35 Id. at 25531. 
36 Id. at 25531 (emphasis added). 
37 Id.  
38 42 U.S.C. § 300a-5; see also 42 U.S.C. § 300.  
39 See 42 C.F.R. § 59.1.  
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individuals to any coercion to accept services ...”40 The regulations also require that Title X projects must 
“[p]rovide services in a manner which protects the dignity of the individual.”41 Moreover, “[a]ll information as 
to personal facts and circumstances obtained by the project staff about individuals … must be held 
confidential and must not be disclosed without the individual’s documented consent, except as may be 
necessary to provide [the Title X project’s] services or as required by law …”42   

 
HHS should abandon its efforts here to force prenatal or adoption referrals and “necessary” information 
about the health of the “unborn child” onto all Title X patients who find themselves pregnant because that 
effort is contrary to the Title X and other legal requirements of voluntariness and assaults the dignity of 
patients. The required assistance with making appointments for prenatal or adoption care would force 
Title X providers to set aside patients’ wishes and violate patients’ confidentiality, a further injury. For 
patients who seek abortion rather than prenatal care or social services assistance, the Title X staff does 
not have permission to make appointments with outside providers on their behalf. Title X projects cannot 
legally or ethically force appointments on individual patients who do not desire them. HHS should not 
require clinicians to attempt to force care on patients or to intrude against patients’ wishes in their 
communications or relationships with other providers.43 
 
These injuries to confidentiality, dignity, and self-determination would be further compounded by the 
confusion and delay that the proposed changes would cause. HHS seems not to have considered the 
difficulties that its proposed requirements would impose on the Title X patients who, for example, “clearly 
state” they have decided on an abortion. Such a patient would receive a misleading list in response to that 
statement, starting down a path that, after considerable time and effort, the patient will discover is not the 
path explicitly sought. At the same time, the Title X provider would also insist on moving to make a 
prenatal care appointment and counseling about the health of the “unborn child.” These difficulties will 
delay the patient reaching needed post-conception care and serve to destroy trust in the provider.    
 
Despite these and other destructive aspects of the proposed rule, the NPRM claims without any support or 
analysis that “[i]f finalized and implemented as proposed, the new regulations would contribute to more 
clients being served, gaps in service being closed, and improved client care that better focuses on the 
family planning mission of the Title X program.”44 To the contrary, patients will not continue to visit Title X 
sites if its providers do not listen to their patients stated needs and treat them as captives, coercively 
subject to required appointments with prenatal care providers. The proposed rules around counseling and 
referral create gaps in service rather than closing them.  
 
Altogether, these changes violate congressional requirements that pregnancy counseling be nondirective 
and voluntary; deprive patients of information necessary to get timely and safe access to care; and ignore 
medical ethics and standards of care in multiple ways. Moreover, these extreme changes and limitations 
on providers’ ability to offer appropriate care would push health care entities and clinicians to avoid 
participating in Title X networks, divert resources from family planning, diminish the quality of care at the 
Title X sites that remain, and impose serious injuries on patients. They are advanced with incoherent 

                                                           
40 42 C.F.R. § 59.5(2).  
41 42 C.F.R. § 59.5(3).  
42 42 C.F.R. § 59.11. 
43 AMA Code of Medical Ethics, § 2.1.1(a) (stating that patients must “make an independent, voluntary decision about care.”);  
ACOG, Committee Opinion No. 664: Refusal of Medically Recommended Treatment During Pregnancy, 127 OBSTETRICS & GYNECOLOGY 

175-82 (2016) (“It is never acceptable for obstetrician-gynecologists to attempt to influence patients toward a clinical decision using 

coercion.”); Snyder, The Physician and the Patient: Decisions about Reproduction (physicians have a “duty to foster a patient’s free, 

uncoerced choices”). 
44 83 Fed. Reg. at 25505.  
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explanations and lack any proper grounding in the legal framework governing Title X or in the provision of 
high-quality, comprehensive, medically accurate and effective family planning care and should be 
withdrawn.  
 

*** 
 
The Refusal Statutes that HHS Cites Do Not Justify Abandoning Title X’s Current, Uniform Program 
Requirements for Counseling and Referral, nor Should Title X Funds Subsidize Employers’ Refusals to 
Comply with the ACA’s Contraceptive Coverage Requirements  
 
In two significant and harmful respects, the proposed rule further attempts to alter the Title X program – 
not for any purported reasons related to family planning – but to advance HHS’s separate initiatives to 
expand the reach of the Church, Coats-Snowe, and Weldon Amendments (refusal statutes) and to support 
employer refusals to provide no-cost contraception coverage through their employee insurance plans, as 
required by the Affordable Care Act (ACA).45 First, the NPRM errs in contending that Title X’s regulations 
somehow require changes to make them consistent with the separate refusal statutes. Second, this 
safety-net program must prioritize care for genuinely low-income people.46  
 
The Title X statute and the existing regulations establish uniform, national requirements for the effective 
provision of high-quality family planning care that bind all Title X projects. Thus, contrary to assertions in 
the NPRM, there is no “discrimination” in the Title X scheme that singles out certain grant applicants, 
grantees, or subrecipients for different treatment with regard to offering necessary nondirective 
counseling, including factual information about and referrals for abortion, when requested by a patient: all 
Title X projects must do so for all pregnant patients.47 The NPRM falsely asserts that the nondirective 
counseling requirement “is inconsistent with” the Coats-Snowe and Weldon Amendments, when those 
amendments narrowly forbid, only in the specified contexts to which they apply, discriminatory actions 
against health care entities that refuse to provide abortion referrals.48 Discrimination connotes different 
treatment without the kind of justification provided by the necessary, general programmatic requirements 
of Title X. As NFPRHA commented in response to HHS’s recent NPRM concerning the refusal statutes, 
rules against “discrimination” cannot be expanded beyond their ordinary meaning to provide immunity for 
institutions to refuse to perform uniformly required aspects of a federal program like Title X. HHS should 
consider the proper requirements and regulations for the Title X family planning program without reference 
to the refusal statutes. 
 
Indeed, Congress has included its explicit requirement of nondirective counseling for pregnant Title X 
patients in HHS’s annual, comprehensive appropriations bills since fiscal year 1996.49 The related 
requirement for abortion referrals upon patient request, in the context of that nondirective counseling, has 
been an essential part of the Title X program throughout that entire period. The Weldon Amendment 
became a distinct piece of each of those same HHS appropriations bills starting in 2004. Thus, Congress 
has repeatedly renewed the nondirective counseling requirement in the same enactments that include 

                                                           
45 See Protecting Statutory Conscience Rights in Health Care, 83 Fed Reg. 3880 (proposed January 26, 2018) (to be codified at 42 C.F.R. pt. 

88); Religious Exemptions and Accommodations for Coverage of Certain Preventive Services Under the Affordable Care Act, 82 Fed. Reg. 

47792, 47838 (proposed October 13, 2017) (to be codified at 26 C.F.R. pt. 54).  
46 42 U.S.C. § 300a-4(c). 
47 42 C.F.R. § 59.5(a)(5).  
48 83 Fed. Reg. at 25506. The NPRM also mentions the Church Amendment, but that amendment concerns only the actual performance of 

abortion or sterilization, and not referrals. 42 U.S.C. § 300a-7. Here, the Title X statute excludes abortion as a method of family planning 

from Title X-funded projects, and thus the Church Amendment is especially inapposite to any proposed Title X rulemaking.   
49 Omnibus Consolidated Rescissions and Appropriations Act of 1996. Public Law 104-134 (1996). 
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Weldon. Congress clearly does not perceive the “inconsistency” that HHS asserts here. Properly read, the 
Weldon Amendment, like the other refusal statutes, stands separate and apart from Title X’s program 
requirements; those refusal statutes offer no authority or basis for changes to the Title X regulations; and 
the refusal statutes should not be referenced as purported justification in any Title X rulemaking.  
 
It is similarly inappropriate to attempt to hijack Title X programs and divert their extremely limited federal 
funds in service of individual employers’ religious or moral refusals to provide ACA-required contraceptive 
coverage in their insurance plans for employees by proposing to redefine “low income” for the purpose of 
Title X to include non-low-income patients without contraceptive coverage. Title X funds are not intended 
to subsidize employees or others with incomes over 250% of the federal poverty level (FPL) who have 
insurance policies that are separately required to cover the cost of access to contraceptives.50 HHS should 
not attempt to further its religious- or moral-refusal initiatives by impermissibly prioritizing populations not 
included in the statute, to the detriment of those who need this vital program most. Not only would this 
irrational redefinition of “low income” run directly contrary to the requirements and aim of Title X—to serve 
the truly low-income and “insure that economic status shall not be a deterrent to participation” in family 
planning51—but it also would impermissibly allow government funding to subsidize one particular religious 
viewpoint. To allow Title X projects to prioritize and fully subsidize the care of insured patients seeking 
contraceptive care because their employers oppose contraception on religious or moral grounds and 
therefore are refusing to provide coverage in their insurance plan, though the ACA requires it, would 
constitute a violation of the Establishment Clause. This is hardly the way to assure “taxpayers and 
stakeholders” that tax dollars are being properly spent, which HHS cites as an overarching purpose for the 
proposed rule.52   
 
In addition, the NPRM goes even further in attempting to benefit one religious or moral viewpoint. The 
NPRM asserts that a benefit of ending the requirement of nondirective counseling and forbidding abortion 
referrals is “open communication in the doctor-patient relationship” that includes discussion of religious or 
spiritual matters.53 But that “open communication” could only include, under these proposed regulations, 
religious discussion that did not “present,” “support,” or otherwise endorse the option of abortion.54 
Individuals whose religious beliefs support a woman having access to abortion if that is what she decides 
is best for her are not able to express their views. Such use of federal funding to encourage 
communication about and to benefit one particular private religious or moral viewpoint runs afoul of the 
Constitution.  
 

*** 
 
  

                                                           
50 42 C.F.R. § 59.5(a)(9).  
51 42 U.S.C. § 300a-4(c). 
52 83 Fed. Reg. at 25525. 
53 Id. at 25526.  
54 Id. at 25530-32.  
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There is No Current Confusion about Title X Rules nor Lack of Authority for Effective Grants Management; 
Rather, the NPRM Would Introduce Unclear Standards, Create New Obstacles to Title X Family Planning, and 
Diminish Transparency in Grants Enforcement 

 
The proposed rule repeatedly argues that it is necessary to address “confusion” and to provide greater 
transparency and accountability in how Title X funds are used.55 In fact, there is evidence that program is 
well-administered.56 Yet, the NPRM does not provide any evidence of current confusion—either among 
grantees, the public, or anyone else—about the scope of the program or its existing regulatory 
requirements.  
 
Likewise, the NPRM fails to show that, as it contends, “general grants management requirements” are not 
sufficient to maintain the transparency and accountability that already characterize the heavily-monitored 
Title X program.57 In fact, it is the NPRM that will cause confusion and obscure the transparent operation 
of this essential program. In addition, its proposed new requirements spread the confusion well beyond the 
proper bounds of Title X projects, to create new obstacles and severe administrative headaches for 
grantees that will siphon off resources from patient care and make it much more difficult to serve Title X’s 
purpose, for no valid or sufficient reason. 
 
For example, the newly proposed § 59.5(13) requires exhaustive information, in any application and every 
required periodic report, not only about grantees and subrecipients within the Title X project, but also about 
any “referral agencies and individuals” (undefined) or “less formal partners within the community” (also 
undefined). This proposed section asks for “detailed descriptions” that “demonstrate a seamless 
continuum of care” extending far beyond family planning, as well as a “[c]lear explanation of how the 
grantee will ensure adequate oversight and accountability for quality and effectiveness of outcomes” 
among, inter alia, its referral network of other providers, in an unlimited variety of fields. But, there is no 
explanation as what “effectiveness of outcomes” means in this context, or how Title X providers could 
possibly track any results from patients referred outside of the Title X network of sites for non-family 
planning care.  

 
Generally, neither community “partners” nor “referral agencies or individuals” receive any Title X funds. It is 
extraordinarily difficult and time-consuming to get information from these kinds of community 
connections in other areas of medical or social service practice, even if they function as excellent 
resources to offer patients for non-Title X services, because they are consumed with their own patient care 
and their own record-keeping requirements. Title X grantees are simply not able to obtain repeated, 
detailed descriptions from them about their services or to evaluate these independent providers’ separate, 
confidential non-family planning patient care for “effectiveness of outcomes,” whatever is meant by that 
term, nor would doing so advance the Title X family planning program. Even among subrecipients that do 
receive funds to provide Title X family planning methods and services, “effectiveness of outcomes” is not 
defined, seems dependent on events well beyond the quality of care, and would evade any immediate or 
ready measurement. These unclear, unnecessary new requirements would distract Title X grantees from 
their primary purpose, maximizing the public benefit of Title X funds.    

 
Similarly, there are numerous other unclear phrases or standards in the proposed rule that would cause 
significant difficulty for Title X grantees, leave them guessing how even to attempt to comply, and allow 

                                                           
55 See, e.g., id. at 25503, 25506, 25507.  
56 Institute of Medicine. 2009. A Review of the HHS Family Planning Program: Mission, Management, and Measurement of Results. 

Washington, DC: The National Academies Press. https://doi.org/10.17226/12585. 
57 Id. at 25510.  
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arbitrary, non-transparent enforcement. For example, how “comprehensive” must “comprehensive health 
service providers” be to allow their inclusion on the lists described in § 59.14? What types of expenses fit 
within providing “direct services to clients” under § 59.18, versus impermissible “infrastructure” spending? 
What is contemplated by § 59.18(c): why are any “additional protections … to prevent possible misuse of 
Title X funds” necessary, and if so, why are these planned “additional protections” not spelled out in the 
proposed rule? 
 
Likewise, the purported “bright-line rule” for physical and financial separation is anything but that – in fact, 
it articulates a subjective rule that is up to the Secretary serving at any particular time and that official’s 
“review of facts and circumstances.” Section 59.15 references “objective integrity and independence” but 
then leaves the actual standard up to the current political appointee and the Secretary’s determination of 
that vague phrase. Moreover, the non-exhaustive factors that the Secretary must consider, according to 
proposed § 59.15, seem to indicate an extreme, counterproductive approach to separation between the 
Title X program and non-Title X-funded activities that extends far beyond what Section 1008 of Title X 
contemplates. Imposing such uncertain, unnecessary, and improper separation requirements can only 
serve to push effective family planning providers out of the Title X program, diminish patient access, and 
greatly destabilize what is now vital safety-net care.    
 

*** 
 
The 2018 NPRM Broad Prohibitions on Permissible Conduct and Onerous, Subjective Separation 
Requirements are Unnecessary, will Harm Patients, and Impair Constitutional Rights.  
 
In compliance with the statutory prohibition on use of Title X funds “in programs where abortion is a 
method of family planning,”58 the current regulations (adopted in 2000), make clear that Title X funds 
cannot be used for abortion care. 59 HHS also published a formal, detailed guidance in 2000 that elaborates 
on the separation that is required between permissible and impermissible uses of Title X funds with regard 
to abortion and abortion-related activities.60 These restrictions and requirements are well understood and 
adhered to by Title X recipients. Nonetheless, the NPRM would eschew these well-established and 
effective standards and replace them with requirements that are both unclear and unduly burdensome, 
and that will harm patients and impermissibly constrain protected First Amendment activity.    
 
HHS has previously provided its own clear rationale for why some of the provisions of the 2018 NPRM, 
which expand on the prohibitions and requirements of the 1988 domestic gag rule—including its physical 
separation requirements and prohibitions on activities associated with abortion—are unnecessary. As 
explained by HHS in finalizing the 2000 Title X regulations: 
 

Because of ongoing litigation, the Gag Rule was never implemented on a nationwide basis, 
so that its proponents can point to no evidence that it can and will work operationally on a 
national basis in the Title X program. The policies reflected in, and interpretations 
reinstituted in conjunction with, the regulations below, on the other hand, have been used 
by the program for virtually its entire history; indeed, they have been in effect during 
pendency of this rulemaking. Both the program managers and the Title X grantee 
community are well-versed in these policies and interpretations, and the grantees have in 
the past generally been able to operate in compliance with them  ... 

                                                           
58 42 U.S.C. § 300a-6. 
59 42 C.F.R. § 59.5(a)(5). 
60 Provision of Abortion-Related Services in Family Planning Services Projects, 65 Fed. Reg. 41281 (proposed July 3, 2000). 
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The audits of 14 Title X grantees conducted by the GAO and of the 31 Title X grantees 
conducted by the Department’s Office of the Inspector General in the 1980’s showed only 
minor compliance problems. Indeed, the principal recommendation of both audit reports 
was that the Department provide more specific guidance to its grantees than that 
previously available in the program guidelines and prior legal opinions, not that the 
Department undertake major disallowances, require major corrective actions, or develop 
new interpretations of the law such as that embodied in the Gag Rule.61 

 
HHS’s 2000 guidance document was the “more specific guidance” on compliance with the separation and 
funding-use limits recommended by these reviews.62 The Title X network has functioned effectively since 
then in complying with the regulations and detailed guidance.  
    
The 2018 NPRM offers no suggestion that any circumstances have changed from the facts HHS laid out in 
the 2000 rule that would require the changes outlined in the proposed rule, no other concrete basis for 
such a drastic overhaul, nor any support indicating that the proposed policies would be effective, workable, 
and not constrain many forms of permissible and constitutionally protected activities.  
 
Instead, HHS offers solely theoretical harms that have no evidentiary basis: it speculates that a lack of 
physical separation “create[s] a risk of the intentional or unintentional use of Title X funds for 
impermissible purposes, the co-mingling of Title X funds, and the appearance and perception that Title X 
funds being used in a given program may also be supporting that program’s abortion activities.”63 This 
speculation makes no sense because a Title X program does not have “abortion activities.” The statute 
itself already prescribes and makes crystal clear that no Title X funds can “be used in programs where 
abortion is a method of family planning” (42 U.S.C. § 300a-60).64 HHS, as its own attempts at explanation 
reveal, is relying on hypothetical “potential co-mingling and confusion” that does not exist, much less in any 
way that might support this broad and destructive regulatory overhaul.     
 
A hypothetical risk regarding the impermissible use of funds under the current regulatory scheme —
particularly when HHS lacks evidence of such impermissible, unchecked uses occurring—is not sufficient 
justification for the harms this rule will cause patients and the significant costs, confusion, and constraints 
it will impose on providers attempting to comply with it, particularly its physical separation requirement 
and its excessive attempts to limit what the proposed rule terms “encourage[ing] abortion.” 
 
Without any justification, the changes proposed in the NPRM create at least two other significant 
problems. First, the separation requirements apply to a host of activity that is not barred by the statutory 
prohibition on using funds in a program where abortion is a method of family planning. Second, the 
separation requirements are unduly burdensome and lack clarity as to what is sufficient to satisfy them. 
As a result, if not withdrawn, the rule would bar entities from providing appropriate care to patients and 
would otherwise act as an effective bar to constitutionally protected activities by Title X entities.  

                                                           
61 Id. at 41271-72. 
62 Id. at 41281.  
63 83 Fed. Reg. at 25507.  
64 In addition, “family planning projects that receive Title X funds are [already] closely monitored to ensure that federal funds are used 

appropriately and that funds are not used for prohibited activities such as abortion.” Napili, Title X (Public Health Service Act) Family 

Planning Program at 22 (noting that existing “[s]afeguards to maintain this separation include (1) careful review of grant applications to 

ensure that the applicant understands the requirements and has the capacity to comply with all requirements; (2) independent financial audits 

to examine whether there is a system to account for program-funded activities and nonallowable program activities; (3) yearly comprehensive 

reviews of the grantees’ financial status and budget report; and (4) periodic and comprehensive program reviews and site visits by OPA 

regional offices.”)  
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As an initial matter, the NPRM includes an expansive list of activities that would be subject to the proposed 
rule’s physical and financial separation requirements, but, as discussed elsewhere, it is unclear what the 
rule would require a Title X-funded entity to do to comply or how Title X entities could determine exactly 
what is prohibited. What is apparent, however, is that the rule would interfere with legitimate uses of Title X 
funds as well as other constitutionally protected activity that an entity participating in Title X may seek to 
engage in outside of the Title X project or through other programs or organizations.    
 
In particular, proposed §§ 59.15 and 59.16 are far broader that the statutory prohibition in U.S.C. § 300a-6 
requires or permits. The breadth of these sections and the proposed rule’s lack of clarity will limit the ability 
of Title X providers to conduct otherwise-permissible activities. For example, as discussed supra at [CK], 
despite some contradictory language in the preamble, the NPRM’s prohibition on, inter alia, “present[ing] 
abortion as a method of family planning” appears to prohibit nondirective options counseling, including 
abortion referrals, within the Title X program. As a result of §§ 59.13 and 59.15, then, any such 
nondirective options counseling and referral by an entity that participates in a Title X project would have to 
be undertaken outside its Title X project and with full physical separation—with, for example, separate 
entrances, counseling rooms, and personnel to provide nondirective counseling that includes abortion 
information and referral without Title X funds. 
 
Similarly, the NPRM prohibits dues payments to “any group that, as a more than insignificant part of its 
activities” advocates abortion as a method of family planning “and does not separately collect and 
segregate funds used for lobbying purposes.”65 Thus, in order to avoid running afoul of the proposed rule, 
Title X projects will have to err on the side of caution and zealously avoid paying dues to any organization 
that at some point might participate in some “more than insignificant” advocacy of abortion. As the 
examples in the proposed § 59.15 make clear, this new rule could even prevent a Title X project from 
paying dues to a state medical association on behalf of its medical director, and in furtherance of efforts to 
build relationships with other medical professionals, if the state medical association periodically files briefs 
in court to protect the accessibility of abortion. This proposed limitation would harm the Title X project and 
unduly limit the medical connections available to its patients throughout the state, even though such dues 
would be for a proper Title X purpose and would not be “used in any programs where abortion is a method 
of family planning,” the operative statutory limitation here.66   
 

The same is true with respect to the provision of abortion, which the statute does prohibit from being 
provided within the Title X program. The NPRM’s physical separation requirements are so stringent (and 
as discussed above unnecessarily so) that it would make it impossible for most Title X-funded entities to 
undertake these constitutionally protected activities outside of their funded projects. 
 
Given these unwarranted prohibitions and the lack of clarity surrounding others, entities receiving Title X 
funding will not be able to engage in numerous activities within the Title X project that are beneficial to the 
project and that HHS has formerly treated as permissible. The harm does not stop there: because the 
physical and financial separation requirements set forth in the NPRM will in many instances be so extreme 
and prohibitive in terms of cost and feasibility, many Title X entities will be forced to forego numerous 

                                                           
65 83 Fed. Reg. at 25532.  
66 In addition, the examples in proposed § 59.16 that ask questions regarding whether projects, grantees or subrecipients can use Title X funds 

to engage in lobbying are unnecessary and confusing: Lobbying, whether related to abortion or not, is generally prohibited with federal grant 

funds, and Title X grantees are warned with every grant to refrain from that use of funding. There is no evidence that members of the Title X 

network of grantees or providers are not heeding this clear prohibition on the use of federal funds and no need for new, unclear, and 

confusing regulations that aim at limiting conference attendance or other legitimate and protected activities by grantees and subrecipients in 

the name of prohibiting nonexistent federally funded lobbying. 
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types of constitutionally protected activity altogether—whether or not the activity is permissibly prohibited 
within the Title X program. Thus, taking the earlier example, in order for a Title X entity to pay dues to a 
state medical organization, a Title X-funded entity under the NPRM may not only have to pay such dues 
with non-Title X funds but also from a separate physical facility than the one operating its Title X project. 
This is not only completely unnecessary and unjustified but also not economically or operationally feasible.  
  
The lack of clarity about precisely what is required and the virtually unchecked discretion in HHS leaves 
entities without a discernible standard with which to attempt to comply. Thus, Title X-funded entities would 
have a difficult, if not impossible, task in ascertaining what activities could run afoul of these new 
prohibitions, and then, if they could even attempt to do so, expending substantial resources trying to 
accomplish sufficient separation without any guarantee that their efforts will satisfy HHS. As such, the 
proposed rule will have a significant chilling and prohibitory effect on a wide variety of otherwise-
permissible activities, including those paid for with non-Title X funds outside of Title X projects, and will do 
nothing to advance the purposes of Title X or improve the family planning programs of Title X providers.  
 
Despite these onerous proposed requirements and the negative impact they would have, HHS seeks 
comment on whether additional, even more exacting separation requirements are required, such as 
complete organizational separation from and no name affiliation with an entity that provides abortion care 
or conducts other abortion-related activities that are targeted by the NPRM. NFPRHA submits that the rule, 
as currently proposed, already goes much too far and is unnecessary.  
 
To prevent the harms to patients and to constitutionally protected rights, HHS should withdraw the 
proposed rule’s new physical separation scheme and retain the 2000 regulation and guidance.  
 

*** 
 
The 2018 NPRM Proposes Unnecessary and Confusing New Infrastructure Prohibitions and Requirements 
Based on “Concerns” over a Flawed Premise of “Fungibility” 
 
HHS states that it is particularly concerned over what it terms “Infrastructure Building That Creates 
Fungibility Concerns Related to Abortion Services.”67 In addition to the physical and financial separation 
requirements of § 59.15, the 2018 NPRM proposes a new section (§ 59.18) prohibiting the use of Title X 
funds “to build infrastructure for purposes prohibited with these funds, such as support for the abortion 
business of a Title X grantee or subrecipient.”  
 
Yet, for at least three reasons, the entire premise of HHS’s supposed rationale for this new section—that 
there are “concerns about the fungibility of assets that could be used ...to build infrastructure for abortion 
services”68—is flawed. Moreover, the proposed rule would only confuse Title X grantees and cause them to 
avoid spending funds on proper expenditures for running their Title X programs, or add “additional 
protections” of unnecessarily duplicative record-keeping and oversight for no reason, burdening a federal 
safety-net program that has no resources to spare.  
 

                                                           
67 83 Fed. Reg. at 25508. 
68 Id. 
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First, Title X funds are not allowed to be used to pay for the full cost of Title X services, as HHS explicitly 
acknowledges in the proposed rule.69 Every Title X project must raise funds in addition to the federal grant 
in order to fund its HHS-approved budget. Even where there is a third-party payer for specific services 
provided, those reimbursements may only cover a portion of the true cost of providing such care; Medicaid 
reimbursement, for example, generally covers less than half the actual cost of providing family planning 
services.70 Furthermore, the Title X program is chronically underfunded to meet the family planning needs 
among low-income persons. Between 2010 and 2016, Congress cut funding for Title X by 10%, even as the 
need for publicly funded contraceptive services and supplies increased by 5% over the same period.71 If all 
low-income women of reproductive age who require family planning services received Title X services, the 
annual level of Title X funding required would have ranged from $628 million to $763 million in 2016.72 The 
actual annual funding level for the program was $286.5 million then and still is. The idea that somehow 
Title X funding is left over from Title X program expenses and could be used fungibly to “free up” non-Title 
X funding to pay for abortion or other “purposes prohibited with these funds” simply has no basis in reality. 
It is the other way around: all Title X projects require supplementary funding from other sources. 
 
HHS also does not offer evidence of its “fungibility” concern being based on any gap in Title X oversight. 
While the new § 59.18 proposes to require Title X grantees to “give a detailed accounting for the use of 
grant dollars” in their grant applications and required reporting, and for Title X projects to “fully account for, 
and justify, charges against the Title X grant” in order to “ensure that [T]itle X funds are used for the 
purposes expressly mandated by Congress,”73 the existing statute and regulations, along with Title X 
grantees’ current accounting and reporting requirements, already ensure that each project “fully account[s] 
for, and justif[ies] charges against the Title X grant.” HHS has no evidence to demonstrate there is an 
actual “fungibility” problem or any other “misuse” that requires “additional protections” of an unspecified 
nature. 
 
Second, the proposed infrastructure prohibitions of § 59.18 are even more unnecessary because the 
onerous physical and financial separation requirements proposed by the 2018 NPRM would further 
eliminate the “threat” of infrastructure fungibility, a point that HHS explicitly acknowledges in the proposed 
rule’s preamble.74 This raises the question of why HHS proposed § 59.18 at all and highlights the third 
problem -- the confusion created over what HHS considers to be potentially inappropriate “infrastructure” 
and the lack of any apparent boundary for that concept under this proposal. 
 
Section 59.18 prohibits Title X funds from being “used to build infrastructure for purposes prohibited with 
these funds, such as support for the abortion business of a Title X grantee or subrecipient. Funds shall 
only be used for the purposes, and in direct implementation of the funded project, expressly permitted with 
this regulation and authorized within section 1001” of the Title X statute. In the preamble, in explaining this 

                                                           
69 Id. (“By law, Title X providers must secure other sources of revenue to leverage Title X grants. See 42 CFR 59.7(c) (‘No grant may be 

made for an amount equal to 100 percent for the project’s estimated costs.”)). 
70 Adam Sonfield et al., Assessing the Gap Between the Cost of Care for Title X Family Planning Providers and Reimbursement from 
Medicaid and Private Insurance, GUTTMACHER INSTITUTE 1, 3-4 (2016), https://www.guttmacher.org/sites/default/files/report_pdf/title-

x-reimbursement-gaps.pdf.  
71 Jennifer J. Frost et al., Contraceptive Needs and Services, 2014 Update, GUTTMACHER INSTITUTE. 1, 1 (2016), 

https://www.guttmacher.org/sites/default/files/report_pdf/contraceptive-needs-and-services-2014_1.pdf. 
72 E.M. August et al., Projecting the Unmet Need and Costs for Contraception Services After the Affordable Care Act, 106 AM. J. PUBLIC 

HEALTH 334-41 (2016) (Women in need of publicly funded family planning are women ages 15-44 with incomes at or below 250% of the 

FPL.). 
73 83 Fed. Reg. at 25521. 
74 Id. at 25508 (“Because Title X projects would not share any infrastructure with abortion-related activities, direction of Title X funds 

toward such infrastructure would no longer threaten to divert funds to impermissible activities.”) 
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new proposal, HHS describes infrastructure as including “securing physical space, developing or acquiring 
health information technology systems (including electronic health records (EHR)), bulk purchasing of 
contraceptives or other clinic supplies, clinical training for staff, and community outreach and recruiting.”75 
 
Thus, it appears, though is in no way clear, that HHS is suggesting that using Title X funds to pay for the 
things included in the preamble—including EHR, bulk purchasing of contraceptives, and clinical training—
would be potentially prohibited under the rule. There is no logical reason behind nor sense in singling out 
the activities included as “infrastructure” in the preamble: if HHS intends for § 59.18’s prohibition to forbid 
activities that could be used for prohibited abortion activities, for example, bulk purchasing of 
contraceptives has no relation to the provision of abortion care, so there is no potential for such 
purchasing to be used for abortion. Moreover, bulk purchasing of supplies reflects how Title X grants are 
operated: they are grants to establish and efficiently run projects, not funds for individual reimbursement or 
individualized purchasing. A bar on bulk purchasing of contraceptives would only serve to waste Title X 
dollars on more expensive ways of purchasing those supplies.  
 
It is equally unclear whether these activities are included in the preamble because HHS intends to prohibit 
them as something other than in “direct implementation” or “expressly permitted,” other phrases used in 
the proposed § 59.18. Yet, these activities are entirely allowable under the Title X statute and existing 
regulations and have always been permitted. Indeed, HHS acknowledges in the proposed rule why this 
would be the case: “unlike Title X, which is a grant program, Medicaid is a reimbursement program. By their 
very nature, grants afford greater latitude and versatility to grantees on how funds are used.” Put another 
way, while Medicaid pays some of the costs of services already rendered (and only for those who are 
eligible for it), Title X helps ensure the patient can receive those services at all. To the extent that HHS is 
concerned about rented facilities or equipment that may be shared between a Title X project and the other 
work of an organization or co-tenant, the Title X project’s access to any such shared “infrastructure” comes 
at a pro rata cost for the project’s use (and, as described above, the Title X funds pay only a part of that pro 
rata cost and other project funds must also be used).76 The Title X program does not provide any “fungible” 
resources or subsidy to support other operations of the organization (or its co-tenants or any other 
separate program).  
 
Title X is a unique, critical funding source primarily used to pay the cost of patient services—that includes a 
clinician’s time during a patient visit, as well as the cost of the clinical equipment, stocking the 
contraceptive methods that enable patients to start their method the same day, training staff on the latest 
contraceptive technology and standards of care, and ensuring patient medical records are accurate. These 
costs are all essential parts of “direct” services to patients. Section 59.18 is unnecessary, confusing, and 
suggests impropriety where there is none, and should be withdrawn. 
 

*** 
 
The 2018 NPRM Threatens Patient Confidentiality, Particularly for Minors, in Ways That will Cause Harm to 
Patients and Lead Patients to Avoid Seeking Critical Health Care. 
 
One of the hallmarks of Title X— and a critical component of its success—has been the program’s strong 
protections for patient confidentiality and its commitment to serving adolescents. Since the 1970s, federal 
law has required that both adolescents and adults be able to receive confidential family planning services 
in Title X projects. The 2018 NPRM weakens these protections by pushing providers to encourage family 

                                                           
75 Id.; see also id. at 25521. 
76 See 65 Fed. Reg at 41282.  
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involvement even when it could be harmful; by giving the HHS Secretary oversight authority in the 
enforcement of complex and nuanced state reporting laws; and by adding new inappropriate obligations 
on providers. In doing so, the 2018 NPRM exceeds the Secretary’s authority and will harm patients, 
undermine the provider-patient relationship, and damage public health. 
 
Family planning services address some of the most sensitive and personal issues in health care and 
therefore require strong confidentiality protections. Patients seeking family planning services encompass 
a broad spectrum of patient populations.77 Certain groups, including adolescents and young adults, and 
people at risk of domestic or intimate partner violence, have special privacy concerns that require 
particularly strong protection.78  
 
The Title X confidentiality regulations79 are among the strongest in current law, and research shows these 
confidentiality protections are one of the reasons individuals choose to seek care at Title X sites.80 The 
current regulations contain exceptions that allow health providers to disclose patient information without 
documented consent, only if necessary, to provide services to the patient or if the disclosure is required by 
law; but even then, appropriate safeguards for confidentiality must be in place.81 The regulatory 
requirements and related Title X program guidance82 represent the gold standard in confidentiality 
protections across the nation’s health system.83  
 
The need for Title X’s strong confidentiality protections is supported by both research and medical practice 
standards. Of particular relevance, the Title X confidentiality protections are grounded in research about 
the effect of confidentiality on health care access. Decades of research findings have shown that privacy 
concerns influence the behavior of patients, particularly adolescents and young adults, with respect to 
whether they seek care, where they do so, which services they accept, and how candid they are with their 
health care providers.84 Adolescents are especially concerned about disclosures to their parents or 
guardians of their use of family planning services.85 For example, numerous studies demonstrate that 

                                                           
77 Rachel B. Gold, A New Frontier in the Era of Health Reform: Protecting Confidentiality for Individuals Insured as Dependents, 16 

GUTTMACHER POLICY REVIEW 2, 2 (2013), https://www.guttmacher.org/pubs/gpr/16/4/gpr160402.pdf. 
78 Pamela J. Burke et al., Sexual and Reproductive Health Care: A Position Paper of the Society for Adolescent Health and Medicine, 54 J. 

ADOLESCENT HEALTH 491, 491-496, (2014), https://www.adolescenthealth.org/SAHM_Main/media/Advocacy/Positions/Apr-14-Sexual-

Repro-Health.pdf; Diane M. Reddy, Raymond Fleming, & Carolyne Swain, Effect of Mandatory Parental Notification on Adolescent Girls’ 

Use of Sexual Health Care Services, 288 J. AM. MED. ASS’N 710, 710–714 (2002); Rachel K. Jones et al., Adolescents’ Reports of Parental 

Knowledge of Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated Parental Notification for Prescription 

Contraception, 293 J. AM. MED. ASS’N 340, 340–348; Liza Fuentes, Meghan Ingerick, Rachel Jones, & Laura Lindberg, Adolescents’ and 

Young Adults’ Reports of Barriers to Confidential Health Care and Receipt of Contraceptive Services, 62 J. ADOLESCENT HEALTH 36, 36-43; 

National Consensus Guidelines on Identifying and Responding to Domestic Violence Victimization in Health Care Settings, Family Violence 

Prevention Fund (2004), http://www.futureswithoutviolence.org/userfiles/file/HealthCare/consensus.pdf.  
79 42 C.F.R. § 59.11. 
80 Frost et al., Specialized Family Planning Clinics in the United States. 
81 42 C.F.R. § 59.11. 
82 Office of Population Affairs. Program Requirements for Title X Funded Family Planning Projects (2014), 

http://www.hhs.gov/opa/pdfs/ogc-cleared-final-april.pdf. 
83 Abigail English, Center Adolescent Health & Law & National Family Planning & Reproductive Health Ass’n, Adolescent Confidentiality 

Protections in Title X (June 5, 2014), http://www.nationalfamilyplanning.org/document.doc?id=1559. 
84 Pamela J. Burke et al, Sexual and Reproductive Health Care: A Position Paper of the Society for Adolescent Health and Medicine, 54 J. 

ADOLESCENT HEALTH 491, 491-496, (2014), https://www.adolescenthealth.org/SAHM_Main/media/Advocacy/Positions/Apr-14-Sexual-

Repro-Health.pdf; Alina Salganicoff, Usha Ranji, Adara Beamesderfer, and Nisha Kuran, Women and Health Care in the Early Years of the 

ACA: Key Findings from the 2013 Kaiser Women’s Health Survey, Henry J. Kaiser Family Foundation, 28, 38-39 (2014), 

https://kaiserfamilyfoundation.files.wordpress.com/2014/05/8590-women-and-health-care-in-the-early-years-of-the-affordable-care-act.pdf.  
85 Reddy et. al, Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual Health Care Services at 710–714 (2002); Jones 

et al., Adolescents’ Reports of Parental Knowledge of Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated Parental 

Notification for Prescription Contraception at 340–348; Liza Fuentes et al., Adolescents’ and Young Adults’ Reports of Barriers to 
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requiring parental notification would drive minors out of family planning health centers and away from 
critical health care, including contraception and testing and treatment for sexually transmitted diseases.86   
 
Cognizant of the key role confidentiality plays in access to health care and in the provision of high-quality 
health care services, numerous medical organizations have issued ethical guidelines, practice standards, 
and policy statements highlighting the necessity of protecting confidentiality for adolescents. More than 
20 organizations of medical and health care professionals have issued such documents, many of which 
specifically address family planning services.87 In particular, the organizations of medical and health 
professionals most often directly involved in the care of adolescents, such as the American Academy of 
Pediatrics and the Society for Adolescent Health and Medicine, have repeatedly stressed the importance of 
confidentiality.88 
 
Individuals affected by intimate partner violence also have a particular need for confidentiality protections. 
Consensus guidelines developed by a national advisory group emphasized the central role of 
confidentiality in the provision of health services to those who experience intimate partner violence, noting 
that inappropriate disclosures, even to law enforcement or other state officials, can jeopardize patient 
safety and even endanger the lives of those affected by intimate partner violence.89 
 
The 2018 NPRM threatens Title X’s longstanding and critical protections for patient confidentiality, 
particularly for minors, in ways that will cause harm to patients and will undermine the trust Title X patients 
have in their providers. The proposed rule threatens confidentiality in two primary ways. First, it mandates 
that Title X providers encourage involvement of family members including parents in situations in which 
doing so violates the health care provider’s professional judgment and medical ethics. Second, it 
improperly inserts the Secretary into the enforcement of state reporting laws. This is particularly 
problematic because young people and individuals affected by intimate partner violence often do not have 
other options for accessing low- or no-cost confidential family planning services.  
 
Increased pressure for family involvement 
 
The Title X statute requires providers to encourage family involvement in the family planning 
decisionmaking of minors but only “[t]o the extent practical”90 (meaning a realistic and appropriate option). 
Section 59.2 of the NPRM disregards this important statutory limitation. Instead, that proposed section 
would require Title X providers to document in the minor’s medical record “the specific actions taken by 
the provider to encourage the minor to involve her/his family (including her/his parents or guardian) in 
her/his decision to seek family planning services” with only a single, extremely limited exception for 

                                                           
Confidential Health Care and Receipt of Contraceptive Services at 36-43; Contraception and Adolescents, 120 PEDIATRICS 1135, 1137 

(2007) (“The primary reason that adolescents may hesitate or delay obtaining family planning or contraceptive services is concern about lack 

of confidentiality.). 
86 See, e.g., Reddy, Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual Health Care Services, at 710.  
87Center for Adolescent Health & the Law, Policy Compendium on Confidential Health Services for Adolescents, 2d Ed. (2005). 
http://www.cahl.org/PDFs/PolicyCompendium/PolicyCompendium.pdf. 
88 E.g., Carol A. Ford, Abigail English & Garry Sigman, Confidential Health Care for Adolescents: Position Paper of the Society for 

Adolescent Medicine 35:2 J. ADOLESCENT HEALTH 160-67 (2004). 
89National Consensus Guidelines on Identifying and Responding to Domestic Violence Victimization in Health Care Settings Family 
Violence Prevention Fund (2004), http://www.futureswithoutviolence.org/userfiles/file/HealthCare/consensus.pdf; see also A.C. Gielen et 

al., Women’s Opinions About Domestic Violence Screening and Mandatory Reporting, 19 AM. J. PREVENTIVE MED. 279-85 (2000); M.A. 

Rodriguez et al., Mandatory Reporting of Intimate Partner Violence to Police: Views of Physicians in California, 89 AM. J. PUB. HEALTH 
575-78 (1999). 
90 42 U.S.C. § 300 (2018). 
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circumstances where the provider suspects the minor is the victim of child abuse or incest, and the 
provider has reported the situation to the relevant authorities, consistent with and if permitted or required 
by applicable state or local law.  
 
Such a requirement is not only unnecessary, but it is also harmful to patients and public health. Title X 
providers, guided by their expertise, training, and experience, as well as extensive practice standards and 
recommendations, already assist adolescents to involve their families in decisions about family planning 
services and other key health care matters when realistic and appropriate. Consistent with this practice on 
the part of providers, most adolescents already involve their families in decisions about family planning or 
seek family planning services with their parents’ knowledge.91  
 
However, when taking a careful health history, clinicians sometimes learn of circumstances (short of 
abuse) in a minor’s family that make it not “practicable,” or unrealistic or even harmful, to encourage the 
minor to involve their parents or guardian. Every minor presents differently over a series of visits with 
providers, and providers need to be able to meet each patient where they are at each visit in order to build 
trust; providers have to be given the room to evaluate and adapt to a patient’s individual needs, 
circumstances, and concerns. For example, some patients are not at all open about their situations, and 
providers must take their time rather than pushing a patient in ways that can actually make them even 
more reluctant to talk; other patients are very clear that their home situations do not support their family’s 
involvement. In these situations, they should not be required to take “specific actions” to encourage the 
minor to do so (and then document those specific actions) as the NPRM requires. Doing so is not only 
contrary to medical ethics, but it also undermines the relationship between the minor and the health care 
professional and is likely to drive some minors away from returning for critical health care services, 
including contraception and testing and treatment for sexually transmitted diseases.92    
 
Moreover, by requiring documentation of steps taken to encourage family participation in situations in 
which it is not practicable to do so, the NPRM exceeds Congress’ clear limitation. For all of these reasons, 
the unduly expanded requirements for encouraging parental involvement and associated documentation 
should be withdrawn.    
 
Compliance with reporting requirements 
 
Title X providers are required by state law to comply with a variety of reporting requirements. Congress has 
made clear that nothing in Title X exempts providers from compliance with a specific set of reporting laws, 
namely “any State law requiring notification or the reporting of child abuse, child molestation, sexual abuse, 
rape, or incest.”93   
 
Professionals providing services in Title X-funded sites are aware of these reporting obligations, already 
receive training on them, and make reports in compliance with these requirements. Health care 

                                                           
91 Rachel K. Jones, et al., Adolescents’ Reports of Parental Knowledge of Adolescents’ Use of Sexual Health Services and Their Reactions to 

Mandated Parental Notification for Prescription Contraception at 340-48. 
92 See Reddy et al., Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual Health Care Services at 710-14; Rachel K. 

Jones et al., Adolescents’ Reports of Parental Knowledge of Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated 

Parental Notification for Prescription Contraception, at 340-48; Liza Fuentes et al., Adolescents’ and Young Adults’ Reports of Barriers to 

Confidential Health Care and Receipt of Contraceptive Services at 36-43 (2018). 
93 Consolidated Appropriations Act of 2018, Pub. L. No. 115-141, Div. H, Title II, Sec. 208 (2018) (“Notwithstanding any other provision of 

law, no provider of services under title X of the PHS Act shall be exempt from any State law requiring notification or the reporting of child 

abuse, child molestation, sexual abuse, rape, or incest.”). 
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professionals take seriously not only their reporting obligations but also their obligations to their patients 
to protect them from real risks of exploitation and abuse.94  
 
Determinations regarding compliance with these laws have properly rested with state authorities. The 
2018 NPRM, however, attempts to give HHS substantial oversight over compliance with these complicated 
state reporting requirements and the authority to impose harsh penalties if HHS (not the state) believes a 
Title X project is out of compliance. That increased oversight by HHS, together with the addition of new 
requirements to collect and document specific information in Title X records, will prompt inappropriate 
screening and over-reporting by providers that will harm patients and undermine the provider-patient 
relationship, ultimately resulting in fewer patients seeking critical health services. 
 
State reporting laws are complex and vary widely from state to state.95 They seek a nuanced balance 
between the need to protect those who experience abuse and ensure that law enforcement can bring 
victimizers to justice with the need to ensure that patients are able to seek critical health care services they 
might avoid if they do not trust their health care provider. Thus, many state laws include both specific 
requirements that clearly trigger an obligation to make a report and others that allow for the exercise of 
discretion by health care professionals. For example, determinations of “reasonable suspicion” and 
“likelihood of harm” may be within the purview of health care providers who are mandated reporters.     
 
Given the complexity, nuances, and variations, HHS has not and should not oversee compliance with state 
(or local) reporting laws, as doing so is both outside HHS’s authority and expertise and is likely to harm 
patients. Yet, that is precisely what the NPRM does. For example, the rule would prohibit projects from 
receiving Title X funds unless the project provides “appropriate documentation or other assurance 
satisfactory to the Secretary” that it has met the compliance requirements96 and states that continuation 
of funding “is contingent upon demonstrating to the satisfaction of the Secretary” that the requirements 
have been met.97 In addition, the rule seeks to dramatically expand HHS’s authority to inspect patient 
records, allowing the Secretary to review records for the sole purpose of ensuring compliance with state or 
local reporting obligations. The proposed rule would thus allow HHS to substitute its own judgment for that 
of the state (or locality) that is actually responsible for determining compliance with these laws and is in 
the best position to make determinations about whether, based on the totality of the circumstances and 
the requirements of its specific laws, a Title X project or its individual providers are in compliance with 
them.98  
 
By giving HHS unauthorized authority to revoke funding based on its own determination of whether a 
health care professional failed to comply with a state or local law, the NPRM is likely to coerce providers 
into reporting abuse beyond circumstances required by state law—lest they jeopardize funding for the 

                                                           
94 Position Paper of the American Academy of Family Physicians, American Academy of Pediatrics, American College of 
Obstetricians and Gynecologists & Society for Adolescent Health and Medicine, Protecting Adolescents: Ensuring Access to Care and 

Reporting Sexual Activity and Abuse, 35(5) J. ADOLESCENT HEALTH 420-23 (2004). 
95 See, e.g., Rebecca Gudeman & Erica Monasterio, Mandated Child Abuse Reporting Law: Developing and Implementing Policies and 

Training, National Center for Youth Law and Family Planning National Training Center for Service Delivery (2014), 

http://www.cardeaservices.org/documents/resources/Mandated-Child-Abuse-Reporting-Law-GUIDE-20140619.pdf.  
96 83 Fed. Reg. at 25532-33. 
97 Id. at 25533. 
98 Notably, the NPRM also purports to give HHS oversight of state laws requiring reporting of intimate partner violence, human trafficking, 

“similar reporting laws,” and similar local (as opposed to state) laws despite the fact that Congress specifically mentions only State laws (not 

local laws) and only those requiring notification or the reporting of child abuse, child molestation, sexual abuse, rape, or incest. 83 Fed. Reg. 
at 25531 
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entire project. Such over-reporting has real consequences: it violates patient confidentiality; it may subject 
a patient to serious harm;99 and it risks scaring patients away from the vital health services they need.100 
 
In addition, the proposed rule creates new requirements that, while purporting to be tied to state law, in 
fact go beyond what state law requires and are outside of the agency’s authority to require. In particular, § 
59.17 of the NPRM requires that irrespective of state requirements Title X projects commit to “conduct a 
preliminary screening of any teen who presents with [an STI], pregnancy, or any suspicion of abuse, in 
order to rule out victimization of a minor. Such screening would be required with respect to any individual 
who is under the age of consent in the state of the proposed service area.”101  
 
As an initial matter, the proposed rule is so vaguely written that it is not clear what populations must be 
screened under this requirement: Is it 1) teens under the age of consent who present with an STD, 
pregnancy, or any suspicion of abuse or 2) all teens who present with an STD, pregnancy, or any suspicion 
of abuse (regardless of whether they are below the age of consent) as well as all teens under the age of 
consent regardless of whether they present with an STD, pregnancy, or any suspicion of abuse? Moreover, 
to the extent that it requires reporting of teens beyond those under the age of consent, by using the word 
“teen,” the proposed rule would require abuse screening of 18- and 19-year old adults (who are not subject 
to child abuse reporting laws) simply because they are pregnant or have an STD.    
 
Whatever category of patients it applies to, the rule would inappropriately intrude upon the assessments 
that providers already conduct in ways that are harmful to patients and the provider-patient relationship. 
Screening for victimization, particularly among adolescents, is a delicate task. Minors rarely provide 
information about abuse on an initial visit to a provider; it takes time to develop a relationship of trust 
between a provider and a patient who has been victimized. Providers concerned about whether HHS will 
deem their actions sufficient may push too hard for information in that first visit, which could destroy any 
opportunity to build trust between the patient and provider, ultimately preventing the provider from ever 
being able to obtain the information about a patient’s victimization. In addition, requiring a provider to 
perform the enhanced form of screening that the NPRM would mandate to affirmatively rule out 
victimization, even when there is no indication of abuse, has the real potential to leave a patient feeling 
stigmatized and judged simply for seeking family planning care. Patients who feel judged by their health 
care provider are less likely to return for care.     
 
For all of these reasons, § 59.17 of the proposed rule should be withdrawn. 
 

*** 
 
  

                                                           
99 National Consensus Guidelines on Identifying and Responding to Domestic Violence Victimization in Health Care Settings, Family 

Violence Prevention Fund 17 (2004), http://www.futureswithoutviolence.org/userfiles/file/HealthCare/consensus.pdf (“Perpetrators who 

discover that a victim has sought care may retaliate with further violence. Employers, insurers, law enforcement agencies, and community 

members who discover abuse may discriminate against a victim or alert the perpetrator.”). 
100 See A.C. Gielen et al., Women’s Opinions about Domestic Violence Screening and Mandatory Reporting at 279-85; M.A. Rodriguez et 
al., Mandatory Reporting of Intimate Partner Violence to Police: Views of Physicians in California at 575-78. 
101 83 Fed. Reg. at 25533. 
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The NPRM Attempts to Give HHS Unclear and Unnecessary Expanded Oversight Powers over Subrecipients, 
Subcontractors, and Referral Providers, While Also Imposing Wasteful and Duplicative Administrative 
Burdens. 
 
HHS’s legal relationship is with the Title X grantees concerning the projects they operate, and not with the 
subrecipients or health centers that the grantee may subcontract with to provide family planning methods 
and services through a Title X project. As such, any directives from HHS must flow through the grantee to 
the subrecipients and health centers. Similarly, the grantee is responsible for ensuring the project’s 
compliance with Title X’s regulations. HHS’s oversight of Title X (including program review) is through the 
Title X grantee; HHS currently has no direct oversight authority for subrecipients or health centers. This 
structure has worked effectively for decades and is typical of federal grant programs. Once again, HHS 
offers in the NPRM a solution in search of a problem. HHS presumes the need for greater regulation and 
the existence of confusion as to regulatory requirements where none is evident, and seeks new oversight 
where none is needed and would only tax Tile X subrecipients unnecessarily. Indeed, creating direct 
relationships with and oversight of subrecipients would likely push some to exit the Title X program 
because now grantees—including many that specialize in and focus exclusively on grant administration—
shoulder the bulk of voluminous and complex reporting and compliance requirements that govern Title X 
projects today. The NPRM, nonetheless, apparently seeks to expand HHS’s direct regulatory and oversight 
powers to subrecipients, by explicitly imposing the requirements of the Title X regulations equally on 
grantees and subrecipients.102 
 
Although HHS notes that it “is not aware of a history of establishing or operating Title X family planning 
projects by use of contracts instead of grants,” it proposes a new part in the NPRM that would make many, 
but not all, of the Title X regulations “applicable to the execution of contracts under Title X to assist in the 
establishment and operation” of Title X projects.103 Section 59.1(b) would make the regulations other than 
§§ 59.3, 59.4, 59.8, and 59.10 applicable to federal contracts, and also would make the terms “grantee” and 
“subrecipient,” for example, in all of the Title X regulations interchangeable with “contractor” and 
“subcontractor.” The agency, however, does not explain its intentions behind § 59.1(b); any purported need 
justifying that provision; whether HHS plans to move from grants to federal contracts for Title X funding 
and if so, why; or how HHS regulation of subcontractors, for example, would work. 
  
While HHS invites comment on “the applicability of these regulations to contracts for the provision of 
family planning services under Title X,”104 it is impossible to provide meaningful comment without more 
information about what HHS intends. For example, because HHS says it would not apply the application 
requirements of § 59.4 or the agency-wide requirements of § 59.10 to contracts, HHS leaves unexplained 
how it would proceed and what it would substitute, if anything. Does this mean, for example, that objective 
review panels would not be used to assess applications for a Title X services contract? What would the 
application process be? And how would HHS enmesh itself in subcontractor relationships? 
 
HHS has gone even further and asked for comment on whether the regulations’ requirements, especially 
related to reporting, should be imposed on agencies that do not receive any Title X funds, but have some 
referral relationship or “formal or informal partnership” with Title X-funded health centers.105 There is no 
legal basis upon which to do so. Likewise, HHS has offered no explanation of how it or grantees would 

                                                           
102 Id. at 25529. 
103 83 Fed. Reg. 25513 
104 Id. 
105 Id. at 25514. 
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purportedly exert this oversight, nor has HHS provided any explanation or evidence of any need to so. As 
the agency itself repeatedly states throughout the NPRM, HHS is concerned with regulating and 
overseeing the use of federal funds; without such funds, its orbit ends. There is no concern, for example, 
that any funds appropriated under Title X will be used “in programs where abortion is a method of family 
planning” at organizations that receive no such funds.106 Contrary to the NPRM’s contention, referral 
services without connection to Title X funding are not “an extension of the overall Title X service provision” 
and the entities that provide such services fall outside the legal scope of Title X projects.107   
 
Thus, community partners and the wide variety of providers to whom Title X projects refer, or vice versa, 
are not Title X-funded entities and simply do not come within Title X’s restrictions. These community and 
professional relationships and networks, however, are critical in ensuring that low-income, uninsured, or 
underinsured individuals have access to the full range of care they need from accessible providers across 
the safety net. Outside providers are also overburdened and unable to generate paperwork for or take on 
requirements from wholly separate Title X projects. Imposing Title X requirements on non-Title X-funded 
organizations would be practically impossible and only serve to cut Title X providers and their patients off 
from referral and community connections. If implemented, such scheme would have a drastic impact on 
the ability of Title X providers to provide a full range of referrals and receive referrals from all kinds of other 
providers, and have a directly detrimental effect on patients’ health and well-being.  
 
At the same time as the proposed rule seeks to establish regulatory oversight over subrecipients and 
subcontractors, or even referral and community partners, it proposes to increase the amount of 
information about those entities that grantees must describe to HHS in every grantee application and 
report, to an unnecessary and unclear degree.  
 
Section 59.5(a)(13) would require in all grant applications and required reports: the name, location, 
expertise, and services provided or to be provided of every subrecipient and referral agency and referral 
individual; a “detailed description of the extent of the collaboration with subrecipients, referral agencies and 
individuals, as well as with less formal partners in the community, in order to demonstrate a seamless 
continuum of care for clients;” and a “clear explanation” of how the grantee “will ensure adequate oversight 
and accountability for quality and effectiveness of outcomes among subrecipients and those who serve as 
referrals for ancillary or core services.” 
 
The 2018 NPRM states that these reporting requirements are intended to “ensure accountability for, and 
wise use of, taxpayers’ money,”108 but offers no evidence demonstrating a lack of such accountability 
and/or lack of wise use of taxpayer money under the existing requirements. Furthermore, with regard to 
names and locations of subrecipients and service sites, HHS already has this information—as the OPA’s 
regularly published “Title X Family Planning Directory”—which lists all current grantees, subrecipients, and 
service sites—demonstrates.109 Much of the “clear explanation” that might be provided about the oversight 
and accountability of subrecipients to grantees would require repeated, elaborate writings that describe 
the structure of Title X projects with which HHS is already well familiar through its own regulations or 
grantees’ existing, voluminous paperwork with HHS.  
 

                                                           
106 See id. at 25502. 
107 See id. at 25514. 
108 Id. at 25508. 
109 Office of Population Affairs, Title X Family Planning Directory (2018), https://www.hhs.gov/opa/sites/default/files/Title-X-Family-

Planning-Directory-May2018.pdf.  
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As for the information HHS seeks to require regarding the expertise and services provided or to be 
provided by every subrecipient(let alone by referral agencies), there is no demonstrable reason for HHS to 
seek this level of detail about (and potentially from) subrecipient agencies. Title X grantees collect a 
significant amount of information from subrecipients already and provide necessary information as part of 
the overall Title X project to HHS. When combined with the proposed rule’s requirement concerning a 
detailed description of the extent of collaboration, “in order to demonstrate a seamless continuum of care 
for clients,” HHS is implicitly requiring extensive information about and prioritizing care that falls outside 
the scope of the Title X program.  
 
Moreover, HHS here again seeks unprecedented information about and from, and oversight of, referral 
agencies and community partners. As discussed above, referral agencies (that are not subrecipients) and 
community partners do not receive Title X funding; as such, they are not bound by Title X’s requirements, 
nor can grantees (or HHS) claim oversight authority over those organizations. Even if some such authority 
existed, which it does not, getting referral providers or community partners to provide the kind of 
information the 2018 NPRM seeks to require would be incredibly difficult; many such organizations would 
be unable or unwilling to compile and submit such information to grantees or HHS for requirements under 
a program from which they receive no funding and for which they have no obligations. Even for 
subrecipients, the breadth and frequency of reporting requirements HHS now seeks to impose are likely to 
dissuade some from participation in the Title X program. 
 
Once again, the NPRM proposes changes that will siphon even more time, funds, and providers away from 
Title X’s core purpose, but sets forth no reason to do so or justification for the great volume of 
requirements. All of these requirements would significantly hamper the ability of Title X grantees to build 
robust and diverse networks of subrecipients, service sites, and referral partners, and thus, limit access to 
critical family planning and preventive health services. They should be withdrawn. 
 

*** 
 
The 2018 NPRM Inappropriately Prioritizes Providing Family Planning Grants to Entities with a Close 
Connection to Primary Care over Specializing Entities that Provide the Most Effective Family Planning 
Services.  
 
The purpose of the Title X program is to ensure that individuals regardless of income have access to high-
quality family planning services. Although other federal funding streams cover primary care services,110 
Title X funding was not designed to and cannot be used to provide primary care services.111     
 
The 2018 NPRM attempts to blur that line by calling for “a holistic approach to family planning” that 
dictates that, at a minimum, Title X providers “should offer either comprehensive primary health services 
onsite or have a robust referral linkage with primary health providers who are in close physical proximity to 
the Title X site.”112 HHS also potentially seeks to introduce primary care or other non-family planning 
services to be covered by Title X funds when it vaguely refers to including grantees “focused on family 
planning in the context of holistic health in both the short and long term” and to “ensur[ing] that all services 
funded through Title X offer optimal health benefits to clients of all ages.”113   
 

                                                           
110 See 42 U.S.C. § 254b(b)(1); see generally id. § 254b et seq. 
111 See 42 C.F.R. § 59.5(b)(8) (instructing Title X providers to refer patients elsewhere for necessary primary care). 
112 83 Fed. Reg. at 25530. 
113 Id. at 25517. 
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If not amended, HHS’s new prioritization of comprehensive primary health care in the proposed rule would 
result in a Title X program that is both less effective and less satisfactory to patients. Research indicates 
that patients prefer, and receive better, more comprehensive family planning care at providers that 
specialize in providing reproductive health care. Indeed, many patients choose such providers, even when 
there is a primary care-focused site available, because family planning patients tend to feel more 
respected, know they are able to obtain confidential services there, and recognize that staff members at 
specialized providers are especially well-versed in family planning and sexual health.114 In addition, 
research indicates that the quality of care at specialized providers is higher: specialized family planning 
providers are significantly more likely to provide onsite the full range of FDA-approved contraceptives 
including intrauterine devices (“IUDs”) and contraceptive implants.115 Except for sterilization, these 
contraceptive methods, often called long-acting reversible contraceptives (LARCs), are by far the most 
effective. Moreover, a joint HHS-CDC study also showed that Title X centers consistently outperform other 
publicly funded providers such as non-Title X-funded federally qualified health centers in the provision of 
family planning care.116 Requiring entities to provide (or at least providing a preference in grantmaking to 
entities that provide or are most closely in proximity to) comprehensive primary care would thus diminish 
reproductive health specialists’ direct participation in the Title X program, to the great detriment of 
patients.   
 
The primary justification for doing so appears to be the assertion that it will “decrease[] the overall cost and 
transportation challenges related to access for vital health care services that may be discovered as a 
result of routine family planning screening and consultation.”117 However, the need to schedule another 
appointment for patients in this scenario is commonplace. When a Title X patient needs additional care, 
even if there are providers on site or nearby, the patient almost always needs another appointment and 
another visit – this type of medical care is rarely provided on demand. The proposed rule offers no 
evidence to support HHS’s hypothesis. 
 
Because it will weaken the effectiveness and acceptability of the Title X program to patients and is not 
supported by any evidence-based justification that it will improve family planning care, § 59.5(a)(12) of the 
proposed rule should be withdrawn. 
 

*** 
 
The 2018 NPRM Impermissibly Attempts to Impose a Sweeping, Unclear, and Subjective New Eligibility 
Hurdle before Applicants Can Even be Considered for Grants and Proposes Muddled Changes to the Criteria 
for Awarding Title X Grants that Would Throw the Title X Program into a Constant State of Flux   
  
The current Title X regulation establishing the criteria that HHS uses to decide which grants to fund lists 
the same seven criteria that have successfully governed grantmaking in this program since 1971. Those 
seven criteria give the independent, expert review panels—a critical objective step that HHS uses for 
agency grantmaking—seven metrics against which to measure, score and differentiate Title X applicants. 

                                                           
114 See Frost et al., Specialized Family Planning Clinics in the United States: Why Women Choose Them and Their Role in Meeting Women’s 

Health Care Needs, at 519. 
115 See, e.g., Bocanegra et al., Onsite Provision of Specialized Contraceptive Services: Does Title X Funding Enhance Access?, 23 J. 

WOMEN’S HEALTH 428, 431-32 (2014); See also Mia R. Zolna & Jennifer J. Frost, Publicly Funded Family Planning Clinics in 2015: 

Patterns and Trends in Service Delivery Practices and Protocols.  
116 Carter et al., Four Aspects of the Scope and Quality of Family Planning Services in U.S. Health Centers: Results from a Survey of 

Health Center Administrators at 340. 
117 83 Fed. Reg. at 25516. 
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The NPRM does not describe any problems, failures, or issues with the existing criteria as they have been 
used over the past decades, and there is no evidence the existing criteria need changing or are 
“inadequate.”118 The NPRM claims, however, that its proposed changes would “[i]ncrease competition” and 
rigor in the process and “better ensur[e] quality applicants will be selected.”119  
 
To the contrary, if the changed criteria for the selection of grantees are implemented, HHS will have 
unchecked discretion to exclude applicants and diminish competition prior to the merits review panel 
process; the review panels and HHS will operate under only a few very broad and in some instances 
internally inconsistent criteria, making rigorous evaluation more difficult; and change within the Title X 
network will be prioritized in each grant cycle. HHS should maintain the current § 59.7, a proven and 
effective set of criteria, and not cause these harms with its proposed new and unworkable set. Moreover, 
no different or additional criteria are needed to ensure that grantees align with “the statutory requirements 
and goals of Title X” and will use best clinical practices to advance “health benefits to clients of all ages” – 
they already do.120 The operative HHS Policy Guidelines for Title X (which should also be maintained) and 
the QFP assist applicants and grantees in doing so. 
 
In collapsing the existing seven criteria into four, and garbling several of those four, HHS unnecessarily 
introduces confusion and seriously undermines the usefulness of the criteria for their purpose of 
differentiating the best applications and best uses of Title X funds. The new proposed criterion number (1) 
simply points to all of the Title X statutory and regulatory requirements, but all projects must satisfy those 
(and do today), and therefore, it is unclear how review panels or HHS are to differentiate between 
applicants using that criterion. 
  
The applicant’s capacity to “make rapid and effective use of the” federal funds for family planning has 
always been an important, separate criterion for Title X grantmaking.121 Yet, now the NPRM proposes in its 
criterion number (2) to abolish that as a standalone consideration, and instead use “relative need of the 
applicant” combined with its capacity to make rapid and effective use of grant funds, “including and 
especially among a broad range of partners and diverse subrecipients and referral individuals and 
organizations, and among non-traditional Title X partnering organizations.”122 Apparently, the involvement 
of “non-traditional Title X partnering organizations” and the applicant organization’s own need for funds, for 
example, are to be jumbled in with capacity to make rapid and effective use for Title X purposes to create 
one score.123 This proposed blended criterion (2) would thus benefit Title X projects that include 
organizations that have never participated in Title X before, that have diversity among their organizational 
connections, and/or that have great relative need for funds, even if the proposed project is less promising 
on the essential factor of capacity to make rapid and effective use of the grant for the benefit of Title X 
patients.  
  
Similarly, criteria numbers (3) and (4) seem to overlap, merge various concepts, and provide little in the 
way of any clear, useful standard for objective scoring on each criterion and for fair grantmaking. The 
proposed criteria would be far less effective as evaluative tools and provide much less rigor to the 
application review process than the current 42 C.F.R. § 59.7. These changes would make application 
targets less clear for those applying, make meaningful, independent, and objective review almost 

                                                           
118 Id. at 25505. 
119 Id. at 25517. 
120 Id. 
121 42 U.S.C. § 300(b) (2018); 42 C.F.R. § 59.7(4) (2018).  
122 83 FR 25530 at (proposed § 59.7(c)(2)).  
123 Id. at 25531. 
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impossible, and facilitate unbounded HHS decisionmaking as it assesses competing projects. The NPRM 
offers no evidence or explanation to show how the fewer and much less precise criteria would “better 
ensur[e] the selection of quality applicants” or make “the strongest prospective grantees” more likely to be 
selected. 124 They would not.  

 
Instead, they highlight non-traditional Title X providers, innovative proposals, and increasing the different 
kinds (“diversity”) of subrecipients and referral organizations in ways that prioritize newness and change, 
even if traditional Title X organizations and tried-and-true methods of reaching patients would better use 
Title X funds most rapidly and effectively to serve the most patients. The NPRM marshals no support for 
the notion that non-traditional Title X subrecipients or partnering organizations would improve the 
effectiveness of the program. Furthermore, putting these “newness” criteria into the regulation would mean 
that introducing new organizations is not just a short-term goal but would be considered a priority in every 
grant cycle. HHS is proposing to require that applicants continually propose non-traditional partners and 
different kinds of subrecipients, with “innovative” ideas, to keep the Title X network churning. This is the 
opposite of what creates effective, reliable health care resources that are accessible for low-income 
patients in all communities.   
 
Over time, the existing network of Title X grantees and subrecipients has been relatively stable, which has 
allowed the network’s providers to develop deep expertise in family planning and wide webs of 
connections they can offer to patients—characteristics that profoundly benefit the communities they serve 
and make their Title X projects extremely effective and efficient. Many service sites are specialized family 
planning centers, whether run by nonprofit providers or within government health departments, with 
clinicians focused on family planning care. Compared with non-Title X-funded health care providers, Title X 
sites provide higher quality care and are better able to help patients start and effectively use their chosen 
method of family planning.125 These providers are more likely to provide the full range of FDA-approved 
contraceptives, including IUDs and contraceptive implants, onsite.126 In addition, many patients prefer 
accessing care through a specialized Title X provider.127 The NPRM provides no supporting evidence that 
there are lots of “non-traditional” Title X organizations and different kinds of new subrecipients out there 
that could somehow cycle into Title X care and improve low-income patients’ access to high-quality family 
planning services— rather than diminish the program’s effectiveness for its purpose. There are, however, 
many non-clinical organizations without experience in family planning who could steer the program away 
from its proper purpose and use Title X funds less effectively. 
 
Even more concerning is the unchecked discretion HHS seeks to give itself to prevent applications from 
even reaching the real, objective review process that now governs the awarding of grants. The proposed § 
59.7(b) states: 
 

Any grant applications that do not clearly address how the proposal will satisfy the 
requirements of this regulation shall not proceed to the competitive review process, but 

                                                           
124 See id. at 25511. 
125 See, e.g., Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning  
Program 21-22; Kinsey Hasstedt, Understanding Planned Parenthood’s Critical Role in the Nation’s Family Planning Safety Net, 20 

GUTTMACHER POL’Y REV. 12-13 (2017), https://www.guttmacher.org/gpr/2017/01/understandingplanned-parenthoods-critical-role-nations-

family-planning-safety-net. 
126 See, e.g., Bocanegra et al., Onsite Provision of Specialized Contraceptive Services: Does Title X Funding Enhance Access?, at 431-41; see 

also Zolna & Frost, Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service Delivery Practices and Protocols. 
127 Jennifer J. Frost et al., Specialized Family Planning Clinics in the United States: Why Women Choose Them and Their Role in Meeting 

Women’s Health Care Needs, at 525. 
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shall be deemed ineligible for funding. The Department will explicitly summarize each 
provision of the regulation (or include the entire regulation) within the Funding 
Announcement, and shall require each applicant to describe their plans for affirmative 
compliance with each provision.128 

 
If, and only if, HHS deems an application sufficient on this blanket score — “clearly address[ing]” how the 
applicant will satisfy every requirement of “the regulation”—will the application be assessed by objective 
reviewers and actually considered for funding. Rather than fully protecting as wide a competition as 
possible, and ensuring that expert objective reviewers evaluate each proposal’s merits, this puts HHS in 
complete and virtually unfettered control of which applicants are truly allowed to compete. The proposed 
rule is unclear on whether “this regulation” is § 59.7 or the Title X regulations as a whole, and includes no 
details as to how HHS purports to determine whether an application has “clearly addressed” everything, 
nor is there any mechanism for oversight of HHS’s peremptory ability on this vague basis to remove 
applicants from the process. This new proposed authority evades objective review, makes fair and 
transparent competition impossible, and seems designed, along with the “newness” criteria, to be used to 
reshape the Title X network as HHS sees fit by allowing only favored applications to even reach the review 
panels and full, proper assessment of their applications.  
 
As a matter of policy, this would fundamentally undermine the demonstrated success of Title X, which has 
promoted standards of excellence, relationships with communities served, and widespread access to 
family planning care throughout its history. This shift would supplant the expertise of merits review panels 
and the effective seven criteria that already exist for HHS decisionmaking with the unbounded, 
ideologically driven decisions of whomever is in office. An emphasis on newness will lead not only to 
inconsistencies from year to year, but to significant, ongoing disruptions in the Title X network, to the 
severe detriment of patients. 
 

*** 
 
The NPRM Fails to Come Close to Properly Estimating the Public Health Harms and Other Costs of the 
Proposed Rule and Offers No Evidence of Countervailing Benefits that Could Justify these Extraordinary 
Costs. 
 
The 2018 NPRM would, if adopted, fundamentally compromise the Title X program and is likely to lead to a 
significant public health crisis. In particular, if adopted the NPRM will lead to a significant increase in 
unintended pregnancies and undiagnosed and untreated sexually transmitted diseases as well as 
associated infertility. Moreover, because thousands of low-income patients are likely to lose access to 
lifesaving cancer screenings, the proposed changes will result in lost lives. Yet, shockingly, the NPRM 
includes no discussion of the human or even the economic costs associated with these public health 
outcomes.  
 
Currently, the Title X program serves approximately four million patients each year.129 In 2016, 2.8 million 
of those patients were using FDA-approved forms of contraception.130 Title X-funded services helped 
women avert an estimated 822,300 unintended pregnancies in 2015 alone, thus preventing 387,200 

                                                           
128 83 Fed. Reg. 25530. 
129 2016 FPAR at ES-1. 
130 Id. at ES-2. 
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unplanned births and 277,800 abortions.131 Without services provided by these providers, the US 
unintended pregnancy rate would have been 31% higher and the rate among teens would have been 44% 
higher.132 Title X-funded health centers also provide a broad range of preventive health screenings. Title X-
funded cervical and breast cancer screening services contribute to early detection and treatment.133 In 
2010 (the last year for which data is available) services provided within the Title X network also prevented 
87,000 pre-term or low-weight births, 7,000 cases of pelvic inflammatory disease, 63,000 sexually 
transmitted infections, and 2,000 cases of cervical cancer.134 2016 data show that Title X-funded STD and 
HIV services continue to prevent transmission and adverse health consequences for their clients through 
the millions of tests performed each year.135 Overall, the Title X program results in incredible government 
savings, with every dollar of public money invested resulting in $7 of savings.136   
 
The current structure of the Title X program ensures that these critical services go to those most in need, 
primarily low-income women. In 2016, more than 89% of Title X clients were female and two-thirds were 
under age 30.137 Title X programs serve a racially and ethnically diverse population, including a 
disproportionately high percentage of black and Latina clients.138 The vast majority of clients qualified for 
subsidized or no-charge services; 88% of clients had incomes at or below 250% FPL and 64% had incomes 
at or below 100% FPL.139  
 
If adopted, the NPRM will cause the unraveling of this effective and critical safety-net program. The NPRM 
eliminates the requirement (and potentially bans) nondirective pregnancy options counseling and bans 
referrals for abortion, imposes cost-prohibitive separation requirements, imposes mandates for invasive 
and unnecessary actions against patients’ wishes, and requires compliance with myriad new costly and 
time-consuming requirements, all of which are destined to drive highly qualified providers from the 
program. In addition, the NPRM would grant entities the ability to receive Title X funding, even if they do not 
offer modern methods of effective contraception, and prioritize funding for entities that provide primary 
care over specialists in family planning care that provide higher quality and more comprehensive care. 
Together, this means that if the NPRM is adopted, it will radically change the makeup of the Title X 
network, leaving patients without access to critical care in many instances and requiring subpar, 
ineffective care in others.140   
 
If it attempts to continue with the NPRM, HHS must undertake an evidence-based, real-world assessment 
of its impact. Doing so will demonstrate that the public health and financial costs cannot possibly be 

                                                           
131 Frost et al., Publicly Funded Contraceptive Services at US Clinics, 2015 at 10. 
132 Zolna & Frost, Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service Delivery Practices and Protocols. 
133 2016 FPAR at ES-3.  
134 Frost et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of the US Publicly Funded Family Planning 

Program. 
135 2016 FPAR at ES-3.  
136 Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program. 
137 2016 FPAR at ES-2.  
138 Id. (54% of program users identified as white, 21% as black or African-American, 32% identified as Hispanic or Latina, 3% as Asian, and 

1% as either Native Hawaiian or Other Pacific Islander or American Indian or Alaska Native; 13% reported having limited English 

proficiency.) 
139 Id. at A-16 (Exhibit A-7a). 
140 HHS offers no factual basis (and there is none) for its assertions that the NPRM will result in an increased number of health care providers 

seeking to participate, that patient access to family planning would increase, or that the quality of service is “expected to improve.” 83 Fed. 
Reg. at 25525. Indeed, when the NPRM attempts to provide some description of the purported “patient/provider benefits,” it refers solely to 

primary care services, provider refusal statutes, and other topics beyond the scope of Title X, not to any benefits in family planning – the 

purpose for this federal funding. Id. at 25526. 
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justified. These comments highlight only a few examples of the many costs not factored into this 
proposed rulemaking.               
 
Loss of access to effective contraceptives, STD and cancer screening, and associated costs 
 
As explained above, the extensive regulatory, administrative, and economic burdens of the proposed rule 
will be more than many Title X grantees and subrecipients can bare, and will undoubtedly lead to 
organizations leaving Title X. This will result in staff layoffs, and health centers that scale back their hours 
or close their doors altogether. The NPRM does not account for any costs associated with such 
consequences, such as unemployment for laid-off staff or the cost to patients in trying to find a new, 
trusted provider. 
 
Furthermore, many displaced patients will likely not be able to find an affordable, high-quality provider 
when they need it, resulting in patients delaying care or not receiving it at all. Research has shown that 
when publicly funded family planning sites close, the majority of those patients lose their only access to 
health care.141 Following substantial changes to Texas’s family planning program, for example, many 
health centers reduced their hours or shut down and women reported difficulty accessing contraceptive 
services, which resulted in a spike in unintended pregnancy.142 Research demonstrates that other health 
centers cannot meet the need if specialized family planning providers are forced to leave the Title X 
network.143 
 
Even if displaced patients find some family planning care, they are likely to find access to less effective 
contraceptive methods rather than the most effective methods such as LARCs, again resulting in more 
unintended pregnancies. In 2016, 62% of Title X clients had adopted or continued use of a contraceptive 
method that HHS has categorized as a most or moderately effective method.144 Health centers with a 
reproductive health focus, which currently make up 72% of all Title X providers,145 are far more likely to 
offer these most and moderately effective methods and to use a variety of practices and protocols that 
help patients’ initial use and continuation of these methods. 146 For example, virtually all Planned 
Parenthoods, which currently serve over 40% of all Title X contraceptive clients,147 were found to perform 
strongly on nearly all measures aimed at facilitating patients’ timely access to and continuation of a wide 

                                                           
141 Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program (For four in ten women who obtain their 

contraception care from a safety net family planning center that focuses on reproductive health, that provider is their only source of care); see 
also Hasstedt, Understanding Planned Parenthood’s Critical Role in the Nation’s Family Planning Safety Net (26% of clients at a Planned 

Parenthood cite reported it was the only place they could get the services they need). 
142 See, e.g., Amanda J. Stevenson, et al., Effect of removal of Planned Parenthood from the Texas Women's Health Program, 374 New 

ENG. J. MED. 853 (2016); C. Junda Woo et al., Women's Experiences after Planned Parenthood’s Exclusion from a Family Planning 
Program in Texas, 93:4 CONTRACEPTION 298; Kari White et al., The Impact of Reproductive Health Legislation on Family Planning Clinic 
Services in Texas, 105 AM. J. PUB. HEALTH 851-58 (2015). 
143 See Kinsey Hasstedt, Federally Qualified Health Centers: Vital Sources of Care, No Substitute for the Family Planning Safety Net, 20. 

GUTTMACHER POL’Y REV. 67 (2017). https://www.guttmacher.org/gpr/2017/05/federally-qualified-health-centers-vital-sources-care-no-

substitute-family-planning. 
144 2016 FPAR at A-21; Id. at 28 (The most effective methods are vasectomy, female sterilization, implant or IUD. The moderately effective 

methods are injectable contraception, vaginal ring, contraceptive patch, pills, diaphragm or cervical cap.).  
145 Frost et al., Publicly Funded Contraceptive Services at U.S. Clinics, 2015. 
146Zola & Frost, Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service Delivery Practices and Protocols 
(practices and protocols that help patients’ uptake and continuation of these methods include providing initial oral contraceptive 
pills and refills on-site, providing initial oral contraceptive pills using the quick start protocol, allowing women to delay their pelvic 
exam when initiating hormonal contraceptives, providing LARC methods to adolescents or nulliparous women, and offering same-
day insertion of LARC methods). 
147 Frost et al., Publicly Funded Contraceptive Services at U.S. Clinics, 2015.  
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range of contraceptive services and supplies.148 The NPRM adopts requirements that will push these kinds 
of specialized reproductive health providers out, and aims to bring primary care or non-clinical providers 
into Title X. If the Title X program is revamped as proposed by these regulations, patients would be 
receiving reduced access to the full array of effective contraceptives. 
 
As just one illustration of the huge public health costs that will result, the Guttmacher Institute estimates, 
as cited above, that Title X health centers’ services in 2015 alone helped women avert 822,300 unintended 
pregnancies, thus preventing 387,200 unplanned births.149 Most of those affected patients would have 
incomes under 200% FPL, given Title X’s priority for low-income patients, and thus those patients’ births, if 
they occur, would likely be Medicaid-funded.150 The average cost of a Medicaid-funded birth is $7,950.151 If 
even 20,000 additional Medicaid-funded births occurred, rather than being prevented, with the diminished 
access to effective contraceptives that the NPRM will produce—a number at the far low end of conceivable 
outcomes, and being offered here as purely illustrative, in order to show how these costs quickly multiply—
those additional Medicaid-funded births would cost federal and state governments $159 million. This 
number does not consider any of the other social welfare costs that state and federal governments would 
incur if low-income individuals lost access to contraceptives, or the many societal cost savings that will 
disappear if access to and the positive impact of Title X contraceptive services shrinks.  
 
The costs for such a change will extend to more untreated STDs, including HIV, and fewer cervical cancer 
screenings, leading to higher rates of infertility and less early detection of cancer. Public health officials 
have noted that such changes to the Title X program will make STD testing and treatment harder to obtain 
at a time when STD infection rates are at an all-time high152 because state and local governments have 
come to depend on Title X health centers to provide this care.153 That is especially true for young people 
ages 15-24 who accounted for half of all new STD cases in 2016,154 and who often take their concerns 
about STDs to a health center that gets Title X funding, where they can get confidential and no- or low-cost 
care. As a warning of the negative effect on public health that would occur if this NPRM is implemented 
nationwide, in Indiana, funding cuts to Planned Parenthood, the only provider of HIV testing in some rural 
counties, forced health centers to close and an outbreak of HIV infections followed.155 Moreover, the costs 
of lost care through site closures and less effective practices does not include costs that will result from 
increased administrative and regulatory burdens for the Title X providers that remain, or from the new 
focus on adoption services and holistic primary care access that will also divert Title X funds.  
 
The federal government has many resources for data collection and analysis, and it is HHS’s obligation to 
undertake the work necessary to accurately estimate the full costs of this proposed Title X program 
overhaul. What is clear is that the proposed rule’s costs, in terms of both public health outcomes and 
taxpayer dollars resulting from the loss of access to effective and acceptable Title X-funded family 
planning, will be enormous. And these are exactly the costs that Congress sought to avoid when creating 
the Title X program in the first instance – more unintended pregnancies, less individual control over the 

                                                           
148 Zolna & Frost, Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service Delivery Practices and Protocols.  
149 Frost et al., Publicly Funded Contraceptive Services at US Clinics, 2015, at 10. 
150 Frost et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of the US Publicly Funded Family 
Planning Program at 703. 
 
152 Centers for Disease Control and Prevention, Sexually Transmitted Disease Surveillance 2016. 
153 Michelle Andrews, Trump’s Redirection of Family Planning Funds Could Undercut STD Fight, NAT’L PUB. RADIO (June 12, 2018), 

https://www.npr.org/sections/health-shots/2018/06/12/618902785/trumps-redirection-of-family-planning-funds-could-undercut-std-fight. 
154 Center Disease Control, STDs in Adolescents and Young Adults (Sept. 26, 2017), https://www.cdc.gov/std/stats16/adolescents.htm.  
155 Laura Bassett, Indiana Shut Down Its Rural Planned Parenthood Clinics and Got an HIV Outbreak, HUFFINGTON POST (Mar. 31, 2015).  
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timing and spacing of any children, and greater costs to society both in the medical care and other 
government services required for those births and with regard to the parents’ economic future.  
  
The NPRM considers none of them. On public health grounds alone, therefore, this proposal is a 
“significant regulatory action,” as defined in Executive Order 12866, with an impact on the economy of 
$100 million or more in one year, and thus it must be subject to a formal regulatory impact analysis, 
among other requirements.156 The NPRM’s extremely abbreviated and inadequately substantiated 
assessment of purported benefits and costs does not present the rule’s true impact, and the NPRM, as a 
whole, fails to provide any evidentiary support that could possibly justify the expansive public health harms 
and other costs that will result from it. 
 
Oversight, record-keeping, and reporting costs 
 
Though HHS does purport to estimate some administrative and oversight costs associated with the 
NPRM’s proposals, its discussion of such costs dramatically underestimates the compliance, record-
keeping and reporting expenses that would result from it. At every turn, the NPRM underestimates the 
number of staff or consultants, the amount of time, and the scope of the tasks involved, which are not 
merely administrative but require grantees, subrecipients, and others to assess information and activities, 
and undertake ongoing added training or program steps, to assure compliance.  
 
As just one example, HHS drastically underestimates the amount of time that would be necessary to 
comply with new proposed §§ 59.5(13) and 59.7(b), if grantees and subrecipients could even gather and 
supply all of the requested information, which is not possible. In the face of requirements for new, “detailed 
descriptions” of ongoing activities with “subrecipients, referral agencies and individuals,” to be filed at 
multiple times, and repeated “clear explanation[s]” of oversight and how grantees satisfy all requirements, 
HHS includes only the vast underestimate of four hours per year at each grantee and subrecipient. 
Attempting to gather the information HHS seeks related to subrecipients, referral agencies, and individuals, 
as well as compiling narratives regarding each Title X-funded entity’s complete compliance and effective 
oversight, will certainly take much more than the four hours each year. Instead of less than one million 
dollars, these types of new costs would amount to many millions across all grantees, subrecipients, 
referral agencies, and individuals. Moreover, these costs are unnecessary because they add to reporting 
and compliance systems that are already adequate. 
 
The NPRM also fails to adequately consider the cost of new requirements related to encouragement of 
family participation, screening of minors for victimization, and mandating additional medical record-
keeping, including necessary changes to electronic medical records systems.  
 
As an initial matter, the proposed rule would impose new requirements to document compliance with both 
new screening requirements and the specific actions taken by a Title X project to encourage minors to 
involve family in their decisions to seek family planning services in a minor’s medical record. It is unclear 
whether HHS takes the screening documentation into account at all, and it estimates that new medical 
record-keeping (apparently only about family participation) would encompass only the work of “a physician 
assistant” for two minutes per patient, for a total of $2 million per year for approximately 600,000 
adolescents. This underestimates the costs on multiple scores: it misidentifies the type of personnel likely 
involved; underestimates the time that would be required; and undercounts the number of adolescent 
patients (approximately 800,000) for whom such documentation would be required in order for Title X 
providers to prove compliance.  

                                                           
156 83 Fed. Reg. at 25521  
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Even more significantly, HHS fails to acknowledge the expensive changes to electronic health record (EHR) 
systems that would be necessary in order to capture newly required minor screening and encouragement 
of parental involvement information in a manner that reports can be run and compliance proven to HHS. 
To comply with the reporting requirements proposed by the 2018 NPRM, Title X entities would need to 
make the changes to their EHR systems in order to: document in the minor’s medical records the specific 
actions taken to encourage family participation in the minor’s decisions to seek family planning services; 
document new affirmative HHS screening requirements to rule out victimization of minors; and maintain 
records that would identify the age of any minor clients served, the age of their sexual partner(s) where 
required under these rules, and what reports or notifications were made to appropriate state agencies. 
While some of this information may already be routinely collected, in order to comply with the NPRM, Title 
X-funded entities would need to record it in the EHR in a manner that could be compiled into periodic 
reports or compliance reviews for HHS. For entities that use EHR, which include the majority of Title X 
providers, that means new costs in adding data elements, templates, and drop-down menus, so that the 
added record-keeping could occur and be proven across all records. 

According to an OPA Sustainability Survey in 2016, 69% of all Title X-funded service sites utilize EHR.157 
(These numbers are likely higher now two years later.) But even assuming this lower number, that means 
approximately 2,664 of 3,861 Title X service sites use EHRs. By NFPRHA’s very rough estimates, the costs 
for each Title X entity using EHR could easily run $10,000 to $30,000 just to create the modified templates 
and other record-keeping changes in EHR systems that could accommodate HHS’s proposed new 
requirements. Even assuming changes for only 2,000 entities at $20,000 each, these changes would cost 
$40 million. Moreover, all clinical staff would then need to be trained on the new templates and other 
modifications to EHR, another large cost that HHS omits.   

Furthermore, it will not be feasible to make the required changes within the 60-day transition period 
provided under the NPRM. Rather, changes such as these will require, at minimum, approximately six 
months, according to businesses that provide modification and implementation of changes within EHR 
systems. None of these realities or costs is considered by HHS in the proposed rule. 
 
Physical and financial separation costs 
 
Another large expense virtually ignored by HHS’s cost estimates are the onerous new physical and 
financial separation requirements the proposed rule attempts to impose. The NPRM emphasizes that any 
sharing of physical facilities would not sufficiently delineate separation of abortion-related activities (83 FR 
25527) and also appears to require complete separation of staff, record-keeping systems, phone lines, 
websites, etc. (83 FR 25532) (proposed § 59.15). 
 
The economic analysis of this provision is deficient in at least two respects: it is based on a significant 
underestimate of the number of entities that would be required to separate, and it drastically undervalues 
the costs involved in such separation.  
 
With the respect to the first issue, the NPRM appears to estimate that just 15% of service sites would need 
to “come into compliance with physical separation requirements” in the first year, if those sites were to 
remain in the Title X program.158 There is no legitimate rationale for this low estimate, which among other 

                                                           
157 Office of Population Affairs, Service Delivery Infrastructure: Title X Sustainability Assessment, https://www.hhs.gov/opa/title-x-family-

planning/title-x-service-delivery-improvement/infrastucture/index.html  
158 83 Fed. Reg. at 25525. 
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flaws appears to be premised on the falsehood that the separation requirements will only impact entities 
that provide abortion outside their Title X projects. In using this number, HHS ignores the broad scope of 
its own rule, the sweep of its physical separation mandate, and the significant prohibitive effect it will have 
on Title X entities’ ability to continue to perform otherwise-permissible activities with non-Title X funds. It 
also ignores the reality that providing nondirective options counseling, including referrals upon request, for 
pregnant patients, upon their request, is the medical standard of care, and that satisfying the NPRM’s full 
physical separation requirements is likely to be deemed necessary for organizations to be able to continue 
providing those services to any patients. 
 
Even for the gross underestimate of 15% of the sites that HHS acknowledges would have to come into 
compliance (e.g. set up a separate facility, with separate staff, and separate medical records), HHS 
includes only a single sentence in the NPRM that might address some cost of physically transforming 
facilities, though that one sentence is unclear. HHS estimates that it would cost between $10,000 and 
$30,000 per site “to come into compliance with physical separation requirements” in the first year, with no 
explanation of how this number is derived or whether it includes only managerial time or instead purports 
to include any cost for the actual building or leasing and equipping of separate facilities.  
 
In fact, any creation of a physically separate site would cost orders of magnitude more than these 
numbers. It would cost hundreds of thousands of dollars or more to locate and open a facility, staff it, 
purchase separate workstations, set up separate record-keeping systems, etc. Many, if not most, Title X 
entities will not be able to afford the cost of creating separate facilities, and thus will either have to forego 
activities they should be able to continue or have to leave the program. But even if a few sites undertake 
these massive costs of building and equipping a separate facility—even 200 sites (roughly 5%)— they 
would quickly amass costs far exceeding HHS’s estimates for creating physical separation: 200 
construction and outfitting projects of just $300,000, likely far below the actual average cost for such 
projects, would be $60 million. This physical transformation, moreover, does not include staffing and other 
operational costs, such as utilities and other overhead. Furthermore, HHS ignores the ongoing, annual cost 
to entities to continue maintaining a separate facility, with its separate staffing and other numerous 
ongoing costs.  
 
These types of outlays are simply not possible for most Title X family planning organizations, but if even a 
small percentage of sites attempt them, the costs are exorbitant and not justified by any need for further 
separation. Title X projects already operate all of their non-Title X activities separately from their Title X 
work, and have done so consistently under the 2000 HHS guidance for almost 20 years without any 
significant compliance issues, and certainly HHS has offered none (either actual or potential) that are not 
already addressed under current rules and effectively handled through existing grants management 
powers.    
 

*** 
 
For all of these reasons, the entire NPRM and each aspect of it addressed above should be withdrawn, and 
the Title X program should continue to operate under its current regulations, the QFP, HHS’s existing 
Program Guidelines, and HHS’s 2000 guidance on separation. 
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NFPRHA appreciates the opportunity to comment on the Title X NPRM, “Compliance with Statutory 
Program Integrity Requirements.” If you require additional information about the issues raised in these 
comments, please contact Robin Summers at rsummers@nfprha.org or 202-552-0150. 
 
Sincerely,  

 
 
 

Clare Coleman 
President & CEO 
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July 31, 2018 
 
VIA ELECTRONIC TRANSMISSION 
 
Alex Azar, Secretary of Health and Human Services 
Attention: Family Planning  
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G  
200 Independence Avenue SW  
Washington, DC 20201 
 
Valerie Huber, Senior Policy Advisor, Assistant Secretary for Health 
Attention: Family Planning  
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G  
200 Independence Avenue SW  
Washington, DC 20201 
  
Re: RIN 0937-ZA00 Compliance With Statutory Program Integrity Requirements 
  
Dear Secretary Azar and Ms. Huber: 
  
Planned Parenthood Federation of America (Planned Parenthood) and Planned Parenthood 
Action Fund (Action Fund) submit these comments in response to the notice of proposed 
rulemaking (Proposed Rule) issued by the U.S. Department of Health and Human Services 
(Department) entitled, “Compliance With Statutory Program Integrity Requirements” and 
published in the Federal Register at 83 Fed. Reg. 25,502 on June 1, 2018. As a trusted 
women’s health care provider and advocate, Planned Parenthood takes every opportunity to 
weigh in on policy proposals that impact the communities we serve across the country. 
  
Planned Parenthood is the nation’s leading women’s health care provider and advocate and a 
trusted, nonprofit source of primary and preventive care for women, men, and young people in 
communities across the United States. Each year, Planned Parenthood’s more than 600 health 
centers provide affordable birth control, lifesaving cancer screenings, testing and treatment for 
sexually transmitted diseases (STDs), and other essential care to 2.4 million patients. We also 
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provide abortion services and ensure that women have accurate information about all of their 
reproductive health care options. One in five women in the U.S. has visited a Planned 
Parenthood health center. The majority of Planned Parenthood patients have incomes at or 
below 150 percent of the Federal Poverty Level (FPL). 
 
Since the program’s inception almost half a century ago, Planned Parenthood has played a 
central role in fulfilling Title X’s mission. Planned Parenthood health centers serve more than 40 
percent of the program’s patients annually. Given our extensive experience with Title X, we are 
well-suited to evaluate and provide input on proposals to modify the Title X program. Based on 
our review of the Proposed Rule, we urge the Department to: 
 

● Withdraw the Proposed Rule in its entirety. The Proposed Rule lacks a reasoned 
justification, exceeds the Department’s legal authority, raises serious constitutional 
concerns, and is otherwise riddled with errors, inconsistencies, and unresolved 
questions. And, as we explain in these Comments, Planned Parenthood would have no 
choice but to discontinue its participation in Title X should the Proposed Rule take effect. 
The Department should therefore abandon it completely.  

 
● Extend the Department’s public comment period for the Proposed Rule by at least 

60 days. Because of the Proposed Rule’s complexity, its wide-ranging consequences on 
health, and its rushed pre-publication process, meaningful public input cannot be 
provided within the current 60-day public comment period. 

 
● Assess all the costs of the Proposed Rule and its regulatory alternatives. Contrary 

to the faulty estimate provided by the Department, the consequences of the Proposed 
Rule would clearly elevate it to the status of a “significant regulatory action” under 
Executive Order 12866, therefore warranting the development and publication of a 
comprehensive regulatory impact analysis.  

 
● Conduct a complete assessment of the Proposed Rule’s effect on family 

well-being. The Department may not ignore the Proposed Rule’s probable 
consequences on Title X patients and their families. We believe these consequences 
necessarily lead to the determination the Proposed Rule would, in fact, negatively affect 
family well-being.  

 
I. The Department Should Withdraw its Proposed Rule.  
 
For nearly all of its 50-year history, the Department has administered the Title X program under 
common-sense regulations that promote the purpose and goals of the statute. These 
regulations have allowed an exceptionally effective network of Title X providers to flourish 
across the country, permitting women and men to obtain “a broad range of acceptable and 
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effective family planning methods and services,” as the statute requires.  Any departure from 1

this immensely successful regime would require a very compelling justification.  
 
Yet the Department’s Proposed Rule falls wide of the mark. Throughout the Proposed Rule, the 
Department presents scant evidence to support its policy decisions, rests its proposals on shaky 
legal and constitutional grounds, and completely ignores the Proposed Rule’s enormous 
negative consequences on the health and well-being of Title X patients. The worst of these 
consequences, moreover, will fall on people with low incomes, women, young people, 
communities of color, and LGBTQ populations, who already face inequalities in health care. In 
fact, the confusions and falsehoods contained within the boundaries of Proposed Rule are so 
numerous and egregious that it is difficult to imagine any public health or health care service 
organization offering even qualified support to any of its component parts. We strongly urge the 
Department to withdraw the Proposed Rule in its entirety.  
 

A. Prohibition on Referral for Abortion and Removal of Nondirective Options 
Counseling Requirement (§§ 59.5, 59.14). 

 
The Department proposes to bar Title X projects from referring pregnant patients for abortion. It 
also proposes to remove the current requirement that Title X projects offer pregnant patients 
“neutral, factual information and nondirective counseling” on a range of pregnancy options, 
including abortion.  We find a number of problems with the Department’s proposal. First, its 2

asserted legal basis is flawed. Second, the Department ignores ample evidence against its 
proposed changes while offering few real reasons to recommend them. Third, the regulatory 
text proposed by the Department to make these changes is unclear. Finally, these changes 
would raise serious constitutional questions. For these reasons, we conclude that the 
Department’s referral ban and its proposal to remove Title X’s counseling requirements should 
be withdrawn. 
 

1. The Department’s proposals to ban referrals for abortion and to remove 
the counseling requirement rest on a flawed interpretation of federal law. 

 
The Department lacks the legal authority to make the changes it proposes for at least three 
reasons. First, section 1008 of the Public Health Service Act does not preclude either referral for 
abortion or nondirective options counseling. Next, Title X and its appropriations mandates 
require “comprehensive” and “nondirective” family planning services and counseling, which 
necessarily includes the presentation of abortion as an option and referral on the same terms as 
other options. And finally, federal “conscience” laws do not require or justify removing the 
abortion counseling requirement or banning referrals for abortion.  

 

1 42 U.S.C. § 300(a).  
2 42 C.F.R. § 59.5(a)(5). 
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a. The text and legislative history of section 1008 of Title X 
demonstrate that it does not preclude referral for or nondirective 
options counseling on abortion.  

 
The Proposed Rule is fundamentally inconsistent with long-held agency and congressional 
construction of Title X and its purpose. Section 1008, which prohibits the use of Title X funding 
for “programs where abortion is a method of family planning,”  was added late in the legislative 3

process, after the legislation had passed the Senate. During consideration of the bill by the 
Subcommittee on Public Health and Welfare of the House Committee on Interstate and Foreign 
Commerce, several witnesses noted concern that Title X’s effect would be to fund abortions 
and, furthermore, that Title X projects would coerce women into obtaining abortions.  4

 
Due to these concerns, and because the criminal laws of many states at the time prohibited 
abortion, Representative John D. Dingell offered an amendment adding section 1008. 
Representative Dingell provided the only in-depth explanation for the late addition, stating, “For 
the Congress of the United State to appropriate funds for a procedure that would violate the 
criminal law of a vast majority of American jurisdictions would be to raise constitutional 
questions of a most serious nature.”  Title X was passed before the Supreme Court decided 5

Roe v. Wade,  and Congress was concerned that federal money might be used to support what 6

was then criminal conduct. 
 
Representative Dingell never intimated that the purpose of section 1008 was to prevent funding 
for abortion referral or counseling. In fact, in a comment to the Department opposing the 1988 
Rule, which the Proposed Rule is modeled after, Representative Dingell explicitly disclaimed 
any misreading of his statements to prohibit counseling or referral for abortion services. 
Representative Dingell emphasized, “My remarks did not suggest—either expressly or 
implicitly—that the legislation being considered intended or required prohibition on non-directive 
counseling or referral of pregnant women to abortion facilities.”  7

 
Title X itself only limits funding “where abortion is a method of family planning.”  The legislative 8

history shows that Congress did not understand referral and counseling to be a method of family 
planning. The House Report states that “[i]n all projects, information would be provided on the 

3 42 U.S.C. § 300a-6. 
4 See, e.g., Family Planning Services: Hearings Before the Subcomm. On Public Health and Welfare of 
the House Comm. On Interstate and Foreign Commerce, 91st Cong., 2d Sess. 240-41 (1970) (testimony 
of Mrs. D.R. Mogilka, Chairman, Reverence for Life of America); id. at 359 (testimony of Rev. James T. 
McHugh, Director, Family Life Division, U.S. Catholic Conference). 
5 116 Cong. Rec. S10276-302 (1970) (statement of Rep. Dingell) (emphasis added).  
6 410 U.S. 113 (1973). 
7 Comments of Chairman John D. Dingell, Committee on Energy & Commerce, on Proposed Rules 42 
CFR Part 59—Fed Reg. Notice, Sept. 1, 2981 (Oct. 14, 1987) at 2. 
8 42 U.S.C. § 300a-6 (emphasis added). 
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full range of family planning methods.”  The House Report thus viewed family planning methods 9

as separate from providing information on those methods. 
 
While the Department has, on occasion, interpreted section 1008 to bar funding for abortion 
procedures and anything that could be construed as promoting or advocating for abortion, this 
interpretation has never included nondirective referrals or counseling.  Until the promulgation of 
the 1988 Rule, the Department never advocated or even suggested such a broad construction 
of section 1008.  In a 1978 Office of General Counsel opinion, the Department stated, “The 
provision of information concerning abortion services, [or] mere referral of an individual to 
another provider of services . . . are not considered to be proscribed by § 1008.”   In 1981, the 10

Department also issued guidelines to Title X grant recipients requiring them to provide 
nondirective counseling and referrals for all family planning methods and pregnancy 
alternatives, including “pregnancy termination.”   In 2000, the Department promulgated a rule 11

clarifying that section 1008 does not preclude full options counseling, indicating that “[a] Title X 
project may not provide pregnancy options counseling which promotes abortion or encourages 
persons to obtain abortion, although the project may provide patients with complete factual 
information about all medical options and the accompanying risks and benefits.”  Consistent 12

with the 1981 guidelines and the longstanding interpretation of section 1008, this same rule also 
required nondirective counseling for all pregnancy options, including abortion.  
 
Congressional response in the decades following the enactment of Title X confirms the 
Department’s narrow construction of section 1008. Congress has continued to reauthorize Title 
X knowing that the Department has not interpreted section 1008 to prohibit the provision of 
information or referrals for abortion.  Through these reenactments, Congress is presumed to 13

adopt the Department’s interpretation.  Indeed, since Congress enacted Title X, multiple 14

members of Congress have sought to amend section 1008 to explicitly bar counseling and 
referral, but all these attempts have failed.  15

 
Additionally, although Congress has consistently required that the funds allocated for Title X 
programs not “be expended for abortions,” Congress has never prohibited the use of Title X 

9 H. Rep. 91-1472, at *10.  
10 Letter from Carol C. Conrad, Office of General Counsel, Department of Health, Education, and Welfare, 
to Elsie Sullivan, Office of Family Planning (Apr. 14, 1978). 
11 Department of Health and Human Services, Program Guidelines for Project Grants for Family Planning 
Services, §§ 7.4, 8.0, 8.1 and 8.6 (1981). 
12 65 Fed. Reg. 41,281, 41,281 (July 3, 2000). 
13 See, e.g., H.R. Rep. No. 1161, 93d Cong., 2d Sess. 18-19 (1974); S. Rep. No. 822, 9th Cong., 2d 
Sess. 39; H.R. No. 403, 99th Cong., 1st Sess. 6 (1985). 
14 See Lindahl v. OPM, 470 U.S. 768, 782 n.15 (1985) (“‘Congress is presumed to be aware of an 
administrative or judicial interpretation of a statute and to adopt that interpretation when it reenacts a 
statute without change ….’”  (citations omitted)). 
15 See 120 Cong. Rec. 21,687-95 (1974); id. at 31,452-58; 121 Cong. Rec. 20,863-64 (1975); 131 Cong. 
Rec. 25, 16 (1985) (statement of Sen. Hatch); Congressional Quarterly Weekly Report 2,589-90 (Dec. 7, 
1985) (reporting on H.J. Res. 465). 
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funds to provide counseling or referrals for abortion.  Congress knows how to prohibit such 16

activities when it wants to. Recent appropriations bills have explicitly prohibited the use of Title 
X funds for “any activity (including the publication or distribution of literature)” promoting 
legislation or candidates for public office.  But Congress has not prohibited the use of Title X 17

funds for “the publication or distribution of literature” regarding abortions. Congress has also not 
used language restricting the use of Title X funds for referrals or counseling on abortion.  
 

b. Title X was intended to provide “comprehensive” and family 
planning services and all counseling must be “nondirective,” which 
necessarily includes the presentation of all options, including 
abortion. 

 
Congress enacted Title X to make “comprehensive voluntary family planning services readily 
available to all persons desiring such services” and “to develop and make readily available 
information (including educational materials) on family planning . . .  to all persons desiring such 
information.”  As the congressional reports explained, “[c]omprehensive family planning 18

services” is not “merely a euphemism for birth control.  It is properly a part of comprehensive 
health care and should consist of much more than the dispensation of contraceptive devices.”  19

A Title X program should include “preventive family planning services, population research, 
infertility services and other related medical, information, and educational activities.”  This 20

legislative history makes clear that Congress did not intend for Title X funds to cover only the 
performance of a medical service itself, but that Congress instead intended to fund medical 
services that include “consultation, examination, prescription, and continuing supervision, 
supplies, instruction, and referral to other medical services as needed.”   21

 
Congress has repeatedly declared that the purpose of Title X was not only to provide “voluntary 
family planning services,” but also to make “information relating thereto[] readily available to all 
persons in the United States.”  The House Report echoed this statement:  “The purpose of this 22

legislation is to improve and expand the availability of family planning services and information 
to all persons desiring such.”  Congress thus saw counseling and referrals as integral 23

components of the services to be provided by Title X grantees. 
 

16 Consolidated Appropriations Act of 2018, Pub. L. No. 115-141, 132 Stat. 348, 716-717 (2018) 
(emphasis added); see also Pub. L. No. 103-112 § 509, 107 Stat. 1082 (1993). 
17  Consolidated Appropriations Act of 2018, Pub. L. No. 115-141, 132 Stat. 348, 716-717 (2018) 
(emphasis added). 
18 Family Planning Services and Population Research Act of 1970, Pub. L. No. 91-572, sec. 2, 84 Stat. 
1504 (1970).  
19 S. Rep. No. 91-1004, at *10.  
20 H. Rep. No. 91-1667, at *8 (1970) (Conf. Rep.).  
21 S. Rep. No. 91-1004, at *10.  
22 S. Rep. No. 91-1004, at *3.  
23 H. Rep. No. 91-1472, at *4 (emphasis added). 
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At the same time, Congress has also repeatedly emphasized that family planning is to be 
voluntary and individualized, subject to limited governmental constraints.  In subsequent 24

appropriations, Congress has emphasized that “all pregnancy counseling” provided with Title X 
funds is to be “nondirective.”  To fulfill Congress’s intent that family planning services and 25

consultations be “comprehensive” and “nondirective,” Title X projects must be not only permitted 
but required to provide patients with their full range of medically appropriate options, including 
information about and referrals for abortion where appropriate.  Indeed, a 1985 House Report 
on continuing appropriations for Title X stated: “[T]hose requesting information on options for the 
management of an unintended pregnancy are to be given non-directive counseling on the 
following alternative courses of action, and referral upon request: a. prenatal care and delivery; 
b. infant care, foster care or adoption; c. pregnancy termination.”  26

 
By requiring that Title X projects refer for “prenatal and/or social services” but barring them for 
referring for abortions, the proposal runs afoul of the requirement that all counseling be 
“nondirective.” The Proposal acknowledges as much when the Department states, of abortion, 
that “[r]eferrals . . .  are, by definition, directive.” Existing regulation, not the Proposed Rule, 
complies with Congress’ mandate. In fact, to the extent that Title X projects provide any 
post-conception care at all, including any counseling or referral services, that care must be 
“nondirective” under current appropriations law, which means counseling on and referrals for the 
full range of pregnancy options must not be limited in any way. 
 
By prohibiting Title X projects from providing educational materials about or referrals for 
abortion, the Proposed Rule violates statutory requirements that Title X projects provide 
“comprehensive” family planning services and information and that all counseling be 
“nondirective.” Projects that are restricted in the information or referrals they can provide are 
necessarily not “comprehensive.”  Similarly, when projects are required to provide patients with 
information or referrals for certain procedures but not others, the projects are necessarily 
directing the patients to noncomprehensive options. 
 

c. Federal “conscience” laws do not require or justify removing the 
abortion counseling requirement or banning referrals for abortion. 

 
The Department incorrectly suggests that federal “conscience laws” require or justify the 
Proposed Rule prohibiting Title X programs from providing abortion referrals and eliminating the 
requirement for abortion counseling.  But by their terms these laws do not require or authorize 27

these prohibitions. The Church, Coats-Snowe, and Weldon Amendments allow certain 

24 See, e.g., 116 Cong. Rec. 24092 (1970) (statement of Sen. Eagleton) (stating that the central purpose 
of Title X is to enable “all individuals … within the dictates of their conscience, to exert control over their 
own life destinies”); id. at 37,388 (statement of Rep. Burke) (noting that the purpose of Title X is to 
“enable people to do what their conscience dictates is proper or advisable in their own situation”).  
25 See, e.g., Consolidated Appropriations Act of 2018, Pub. L. No. 115-141, 132 Stat. 348, 716-717 
(2018).  
26 Further Continuing Appropriations, H.R. Rep. No. 99-403, 99th Cong., 1st Sess., at *6 (1985). 
27 See, e.g., 83 Fed. Reg. at 25506, 25512.  
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individuals and entities to refuse to participate in the training and provision of abortion.  The 28

Church Amendment, which applies to funding under specific laws not implicated here, and the 
Coats Amendment, which applies to medical education, do not have any application to Title X 
grant funding. The Weldon Amendment prohibits funds from going to a federal agency or 
program, or to a state or local government, if such agency, program, or government requires 
any institutional or individual health care entity to provide, pay for, provide coverage of, or refer 
for abortions.  The Department of Justice has taken the formal position that the receipt of 

29

federal funds does not mean that an organization, such as an individual Title X clinic, is a 
federal agency or program under the Weldon Amendment, and “no agency responsible for the 
implementation or enforcement of the statute has adopted a reading to that effect.”  Even if that 

30

were not the case, as noted above, the Title X appropriations language requires nondirective 
options counseling and referrals, and Weldon provides no authority to override these 
requirements in order to accommodate the religious beliefs of some unknown minority of 
providers. The Department is exceeding its statutory authority by interpreting these 
amendments far beyond what Congress intended.  
 
Moreover, these laws provide absolutely no authority for the contention that they can be used as 
a sword to be wielded against all other providers. Rather than simply authorize 
conscience-based refusals, which by itself would undermine the goals of the Title X program, 
the Proposed Rule would mandate the silence of providers who have no objection to speaking. 
The federal refusal laws do not permit, let alone require this. Indeed, they do not concern 
nonobjecting providers at all. And, by adopting this interpretation, the Proposed Rule would 
impede the conscience rights and moral convictions of these providers, many of whom 
understand their ethical obligations to include discussing abortion with their patients, as patients 
rightly expect honest and accurate information about all of their medical options. Doing so, the 
Department fails to fulfill its core mandate to protect public health. The interests of a small 
minority of health care providers, whom the Department shows no evidence even exist, do not 
justify the potentially devastating effect the Proposed Rule would have on the country’s most 
vulnerable populations.  
 
And while the Department’s clear public-health mandate rests on one side of the scale, a largely 
hypothetical concern rests on the other. The Proposed Rule cites the Department’s 2008 
opinion that the counseling and referral requirements are inconsistent with the federal 
conscience protections of the Church, Coats-Snowe, and Weldon Amendments.  But to the 31

extent there is such a conflict, and we do not agree that there is, this concern is resolved in the 
very next sentence of the Proposed Rule: “‘The Office of Population Affairs, which administers 

28 See 42 U.S.C. § 300a-7; PHS Act sec. 245, 42 U.S.C. § 238n; Consolidated Appropriations Act, 2018, 
Public Law 115-141, Div. H, sec. 507(d), 132 Stat. 348, 764 (2018); Consolidated Appropriations Act, 
2017, Public Law 115-31, Div. 507(d), 131 Stat. 135, 562 (2017). 
29 Weldon Amendment, Consolidated Appropriations Act  2017, Pub. L. 115-31, Div. H, Tit. V, Sec. 
507(d). 
30 Brief of Respondent, NFPRHA v. Gonzales, 391 F.Supp.2d 200 (D.D.C. 2004) (No. 04-2148).  
31 83 Fed. Reg. at 25506. See 73 Fed. Reg. at 78,087. 
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the Title X program, is aware of this conflict with the statutory requirements and, as such, would 
not enforce this Title X regulatory requirement on objecting grantees or applicants.’  Further, 32

the Department presents no evidence that “the abortion referral and counseling requirements in 
the current Title X regulations” are, in fact, “be[ing] enforced against objecting grantees or 
applicants” or “be[ing] used to deny participation in the Title X program or a Title X project of 
objecting family planning providers.”   As such, at the outset, the federal conscience laws 33

cannot justify the prohibition on referrals for abortion now proposed. 
 

2. The Department’s public policy justification for imposing the referral ban 
and removing the counseling requirement is inadequate. 

 
In proposing to ban referrals for abortion and remove Title X’s nondirective options counseling 
requirement, the Department appears to rest its entire policy rationale on a need to enhance 
“grantee diversity.”  According to the Department, current regulations requiring that Title X 34

projects offer nondirective options counseling and referrals have deterred potential program 
participants from seeking funding because they have a religious or moral objection to abortion. 
The Proposed Rule provides that banning abortion referrals and removing the counseling 
requirement would “promote grantee diversity by expanding the number of qualified entities that 
would be willing and able to apply to provide Title X services.”   35

 
Planned Parenthood has a number of significant concerns with the Department’s reasoning. 
First, it is mere speculation that there are, in fact, any entities that would participate in Title X but 
for its counseling and referral requirements. Though the Department seems to suggest that 
many entities would apply for funding if only they could skirt these patient protections, it can only 
provide a single example, and even this turns out to be a poor fit. Specifically, the Department 
points to a letter sent by the Texas Attorney General which, far from contesting Title X’s 
counseling and referral requirements, claims that, “because Texas is unwilling to function as a 
conduit of federal monies to abortion providers, Texas has been denied the ability to participate 
in [Title X].”  The Texas Attorney General goes on to ask the Department to “assure that Texas 36

law forbidding the extension of taxpayer funds to entities that perform or promote elective 
abortions, or otherwise affiliate with abortion-promoting or abortion-performing entities, will not 
summarily disqualify Texas from otherwise participating in the Title X program.”  It is hard to 37

see how the Proposed Rule’s ban on abortion referrals or its removal of Title X’s counseling 
requirement would resolve Texas’s complaint that it was penalized for refusing to include 
abortion-affiliated providers in its Title X project. Indeed, far from an entity that is “diverse” under 
the Department’s reasoning, Texas has participated in the past in the Title X program under the 

32 Id. (quoting 73 Fed. Reg. at 78,087).  
33 Id.  
34 83 Fed. Reg. at 25518. 
35 Id.  
36 Attorney General of Texas, Letter re: Discrimination Against Texas Regarding Title X Grants (Mar. 22, 
2018), available at 
https://www.texasattorneygeneral.gov/files/epress/Texas_AG_letter_to_HHS_regarding_Title_X.pdf.  
37 Id. 
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very rules the Department now seeks to change. Providing no other evidence, the Department 
fails to show in the first instance that any actual problem is created by the current counseling 
and referral requirements. 
 
Second, the Department fails to connect its purported value of “grantee diversity” to any 
legitimate health-related end. We remind the Department that Title X was enacted not to 
distribute federal funding across diverse organizations, but to solve the problem of limited 
access to family planning for those with low incomes. Given this purpose, it is striking that the 
Department makes no attempt to explain not only the type of “grantee diversity” its proposed 
referral ban is intended to promote, but also how that diversity would ultimately benefit Title X 
patients or the public health. We see no reason why redirecting Title X funds to grantees that 
refuse to give patients information about abortion would permit more patients to obtain a broad 
range of quality family planning methods and services. In fact, we are concerned that blindly 
pursuing grantee diversity in the Title X program would have serious negative consequences. 
For example, if the type of grantee diversity the Department envisions can only be achieved at 
the expense of access to a broad range of family planning methods and services for Title X 
patients (e.g., by withdrawing funds from reproductive health-focused providers and redirecting 
them to lower performing entities), this would interfere with Title X’s overall aim and therefore 
could not be justified in the context of the program. 
 
Third, even if the Department’s “diversity” justification made sense, it would not warrant the 
regulatory changes that have been proposed. The most that the Department’s diversity interest 
could conceivably be claimed to justify would be a narrow exception to existing counseling and 
referral requirements for certain objecting entities while maintaining the current regulation’s 
general applicability to the remainder of Title X recipients. The Department cannot draw a 
rational line between its stated goal of incentivizing the participation of new entities and banning 
all other Title X providers from providing abortion referrals to patients. Nor could this goal justify 
allowing non-objecting entities to withhold nondirective options counseling from these patients. 
 

3. The Department ignores a number of problems with its proposals to ban 
referrals for abortion and remove the counseling requirement. 

 
On top of its inadequate rationale, the Department ignores several major problems with its 
proposals. First, the referral ban would contravene the ethical and professional commitments of 
health care providers. Second, the Department’s own evidence-based guidelines contradict the 
referral ban and removal of the nondirective options counseling requirement. Third, the 
Department’s proposed narrow “exception” for physicians is arbitrary. Fourth, the referral ban 
and absence of a requirement for nondirective options counseling will have significant negative 
consequences on health. And finally, the Department fails to address how the ban on abortion 
referrals will interact with other requirements in federal law. 
 

a. The Department’s ban on referrals for abortion would contravene 
the basic ethical and professional duties of health care providers. 
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The Department fails to acknowledge or address that its proposed ban on referrals for abortion 
would contravene the ethical duties of physicians, nurses, and other health care professionals 
that provide information and services at Title X service sites. A provider’s responsibility to 
convey complete, accurate, and unbiased information to patients is a widely-accepted ethical 
imperative. The Proposed Rule directly conflicts with the recommendations of major medical 
professional associations, including the American College of Obstetricians and Gynecologists 
and the American College of Physicians, which assert that patients should receive complete and 
accurate information to inform their health care decisions.  Similarly, the American Medical 38

Association states in its Code of Medical Ethics that providers must “present relevant 
information accurately and sensitively, in keeping with the patient’s preferences”  and that 39

“withholding information without the patient’s knowledge or consent is ethically unacceptable.”  40

The Code of Ethics for Nursing stipulates that “[p]atients have the moral and legal right to 
determine what will be done with and to their own person; to be given accurate, complete, and 
understandable information in a manner that facilitates an informed decision.”  Referral for 41

medical care is fundamental to this duty. The Department’s proposal, in both prohibiting Title X 
projects from referring for abortion and creating the possibility that patients would be denied 
nondirective counseling on abortion, is clearly inconsistent with these principles. In fact, 
because the Proposed Rule would so profoundly breach the trust between patients and health 
care professionals and violate bedrock ethical commitments, a number of major medical 
associations and health care provider groups have already warned of its harms and have 
announced their opposition to it.  42

 

38 Kinsey Hasstedt, Unbiased Information on and Referral for All Pregnancy Options Are Essential to 
Informed Consent in Reproductive Health Care, Guttmacher Institute (Jan. 2018), available at 
https://www.guttmacher.org/gpr/2018/01/unbiased-information-and-referral-all-pregnancy-options-are-ess
ential-informed-consent.  
39 American Medical Association, Code of Medical Ethics Opinion 2.1.1, Informed Consent, available at 
https://www.ama-assn.org/delivering-care/informed-consent. 
40 American Medical Association, Code of Medicaid Ethics Opinion 2.1.3, Withholding Information from 
Patients, available at https://www.ama-assn.org/delivering-care/withholding-information-patients. 
41 American Nurses Association. Code of Ethics for Nurses. Provision 1.4. 
42 See, e.g., American Medical Association, AMA Response to Administration's Attack on Family Planning 
Services (May 23, 2018), available at 
https://www.ama-assn.org/ama-response-administrations-attack-family-planning-services; American 
Nurses Association, ANA Condemns Title X Funding Cuts Proposed by the Trump Administration (May 
22, 2018), available at 
https://www.nursingworld.org/news/news-releases/2018/ANA-condemns-title-x-funding-cuts--proposed-by
-the-trump-administration/; America’s Women’s Health Providers Oppose Efforts to Exclude Qualified 
Providers from Federally-Funded Programs, Joint statement from The American College of Obstetricians 
and Gynecologists (ACOG), the American Academy of Pediatrics (AAP), the American College of 
Nurse-Midwives (ACNM), the American College of Physicians (ACP), the Association for Physician 
Assistants in Obstetrics and Gynecology (APAOG), the National Association of Nurse Practitioners in 
Women’s Health (NPWH), Nurses for Sexual and Reproductive Health (NSRH), and the Society for 
Adolescent Health and Medicine (SAHM) (May 23, 2018), available at 
https://www.acog.org/About-ACOG/News-Room/Statements/2018/Health-Providers-Oppose-Efforts-to-Ex
clude-Qualified-Providers-from-Federally-Funded-Programs. 
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In the face of these serious ethical issues, the Department cannot merely assert that a health 
care provider’s hypothetical objection is the agency’s most important priority. Even if the 
Department’s decision to ignore the position of the entire medical community  were defensible 43

—and it very clearly is not—that could only plausibly support allowing providers with religious 
objections to deny Title X patients full information about their health care options, an untenable 
policy itself. It would provide absolutely no support to the Department’s chosen regulatory 
option: barring all Title X projects from offering referrals for abortion and allowing all Title X 
projects to withhold counseling on abortion. 
 
Moreover, the Department’s proposed ban on referrals for abortion interferes with the fiduciary 
duty owed by health care providers to their patients. The trust and reliance between patient and 
provider gives rise to a fiduciary relationship under common law.  That duty requires providers 44

to avoid “the withholding or distortion of information in order to affect the patient’s beliefs and 
decisions.”   In other words, common-law fiduciaries must disclose all material facts.  By 45 46

mandating health care providers’ silence on abortion except in the narrowest of circumstances, 
the Proposed Rule overlooks—and would require providers to routinely violate—these other 
duties. 
 
In addition to the ethical and professional consequences of violating these duties, health care 
providers risk incurring tort liability. The American tort law doctrine of informed consent requires 
providers to disclose “any material information important to choosing a course of treatment.”  47

Under informed consent laws, a woman who is not informed about or properly referred for 
abortion can sue the provider who was barred by Title X from providing her that information or 

43 See William A. Galston and Melissa Rogers, Health Care Providers’ Consciences and Patients’ Needs: 
The Quest for Balance, Brookings Institution (Feb. 2012), available at 
https://www.brookings.edu/wp-content/uploads/2016/06/0223_health_care_galston_rogers.pdf (“Most 
agree that conscientious objectors have a duty to notify patients about their concerns and that these 
patients should be provided with prompt and complete information about service alternatives.“); 
Nancy Berlinger, “Conscience Clauses, Health Care Providers, and Parents,” From Birth to Death and 
Bench to Clinic: The Hastings Center Bioethics Briefing Book for Journalists, Policymakers, and 
Campaigns, (2008), available at 
https://www.thehastingscenter.org/briefingbook/conscience-clauses-health-care-providers-and-parents/ 
(“Health care providers with moral objections to providing specific services have an obligation to minimize 
disruption in delivery of care and burdens on other providers.”)  
44 See, e.g., Chiarella v. United States, 445 U.S. 222, 227-228 (1980) (at common law, a duty to disclose 
arises when one party has information ‘that the other [party] is entitled to know because of a fiduciary or 
other similar relation of trust and confidence between them’” (quoting Restatement (Second) of Torts § 
551(2)(a) (1976))).  
45 1 President’s Commission for the Study of Ethical Programs in Medicine and Biomedical and 
Behavioral Research, Making Health Care Decisions 68, 67 (1982). 
46 Chiarella, 445 U.S. at 228. 
47 Unthank v. United States, 732 F.2d 1517, 1521 (10th Cir. 1984); see also, e.g., Cruzan by Cruzan v. 
Dir., Missouri Dep’t of Health, 497 U.S. 261, 269 (1990); Lori B. Andrews, Informed Consent Statutes and 
the Decisionmaking Process, 5 J. of Legal Medicine 163 (1984). 
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referral.  Title X providers who fail to discuss and refer for abortion, alongside all her options, 48

with a woman whose pregnancy risks severe cognitive or physical impairment at birth could also 
face tort liability.  49

 
b. The Proposed Rule is at odds with the Department’s own 

evidence-based guidelines. 
 
On top of flouting medical ethics, the Department’s proposed changes in this area conflict with 
its own clinical recommendations. Issued by the Department in 2014, the evidence-based 
Providing Quality Family Planning Services (QFP) recommendations constitute the current 
national standard for quality clinical family planning care. The QFP recommends that providers 
of family planning care, including Title X providers, “offer pregnancy testing and counseling 
services as part of core family planning services, in accordance with recommendations of major 
professional medical organizations, such as the American College of Obstetricians and 
Gynecologists (ACOG) and the American Academy of Pediatrics (AAP).”  On the subject of 50

referrals, the QFP also provides: 
 

Referral to appropriate providers of follow-up care should be made at the request             
of the client, as needed. Every effort should be made to expedite and follow              
through on all referrals. For example, providers might provide a resource listing            
or directory of providers to help the client identify options for care. Depending             
upon a client’s needs, the provider may make an appointment for the client, or              
call the referral site to let them know the client was referred. Providers also              
should assess the client’s social support and refer her to appropriate counseling            
or other supportive services, as needed.  51

 
Because the process of developing the QFP recommendations was rigorous and based on the 
effectiveness of services, it constitutes a body of objective, research-based practices that the 

48 See, e.g., Steele v. United States, 463 F. Supp. 321, 330 (D. Alaska 1978) (failure to refer patient to 
qualified medical practitioner that results in delay in treatment is breach of standard of care); Lindquist v. 
Dengel, 92 Wash. 2d 257, 263, 595 P.2d 934, 937 (Wash. 1979) (“To delay a referral [to a specialist 
when diagnosis indicates such expert treatment is required] could itself be a breach of the general 
practitioner's duty.”); Manion v. Tweedy, 257 Minn. 59, 65, 100 N.W.2d 124, 128 (Minn. 1959) (if 
physician knows or should know that a patient's condition is beyond his knowledge, ability or capacity to 
treat, he must advise the patient of necessity of other treatment). 
49 See, e.g., Robak v. United States, 658 F.2d 471 (7th Cir. 1981) (failure to diagnose rubella and inform 
parents of risk to fetus); ; Goldberg v. Ruskin, 471 N.E.2d 530 (Ill. App. Ct. 1984), aff'd, 499 N.E.2d 406 
(Ill. 1986) (failure to advise parents of tests designed to detect Tay Sachs disease); Smith v. Cote, 513 
A.2d 341 (N.H. 1986) (failure to timely diagnose rubella and inform parents of consequences); . See 
generally S. Elias & G.J. Annas, Reproductive Genetics and the Law 109-10 (1977). 
50 Centers for Disease Control and Prevention, “Providing Quality Family Planning Services 
Recommendations of CDC and the U.S. Office of Population Affairs,” Morbidity and Mortality Weekly 
Report (Apr. 2014), available at https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf.  
51 Id. 
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Department cannot reasonably ignore. Yet nowhere in the Proposed Rule is the QFP discussed, 
certainly not in the context of nondirective counseling on and referral for abortion. 
 

c. The Department’s proposed “exception” for physicians is 
unreasonable. 

 
The Proposed Rule would provide, in section 59.14(c), that a Title X project may not use 
referrals as an indirect means of promoting abortion as a family planning method.  That 
prohibition includes only one narrow exception: if and only if “a woman who is currently pregnant 
clearly states that she has already decided to have an abortion” and “ask[s]” for a referral, “a 
doctor may … provide a list of licensed, qualified, comprehensive health service providers 
(some of which also provide abortion, in addition to comprehensive prenatal care).”  This 
exception purports to “[r]ecogniz[e] . . . the duty of a physician to promote patient safety.” 
Similarly, according to the preamble to the Proposed Rule, “a doctor would be permitted to 
provide nondirective options counseling on abortion.”  Setting the substance of the prohibition 52

itself aside, this exception is unreasonably narrow for a number of reasons. 
 
As outlined above, physicians have duties other than “to promote patient safety” that section 
59.14(c) would require them to breach. But section 59.14(c) also fails to properly accommodate 
even the duty to promote patient safety, on at least two fronts.  First, the exception only applies 
after a woman “clearly states that she has already decided to have an abortion,” but many 
patients will need information from their doctor in order to make that decision.  For example, the 
duty to promote patient safety requires a doctor to advise a patient with cancer that it may not 
be safe for her to carry a pregnancy to term and provide her with information about how to 
access necessary care—but the provider cannot do so under the Proposed Rule since that 
uninformed patient has not already clearly stated her intent to have an abortion. Second, even 
after the patient has clearly stated that she has decided to have an abortion, the doctor cannot 
refer her to an abortion provider.  Instead, the physician can only provide a potentially confusing 
and misleading list of providers that includes some providers of abortions in addition to other 
prenatal care.  The delay faced by the patient deciphering this list and locating a provider for the 
services she has already decided to use will increase her risk of complications.  The 
misdirection mandated by this list therefore inevitably obstructs the duty to promote patient 
safety. And it may not even be possible to compile such a list since providers tend to specialize 
and may not provide all of the required services. 
 
Moreover, proposed section 59.14(c) does not make any exceptions for the ethical, legal, and 
professional obligations of other health care professionals. The preamble’s discussion of 
nondirective options counseling leaves them out, too. The proposed rule refers only to “the duty 
of a physician” and “a doctor,” but nurses, counselors, and other health care professionals owe 
similar duties to their patients. And, in fact, most care at Title X health centers, including 
Planned Parenthood health centers, is provided by nonphysician providers. According to the 

52 83 Fed. Reg. at 25,507. 
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Department’s own analysis, in 2016, Title X services were provided by the full-time equivalents 
of only 780 physicians and 2,770 combined registered nurses, physician’s assistants, nurse 
practitioners, and certified nurse midwives.   Nurses are bound by nearly identical ethical 53

obligations to physicians.   And a fiduciary duty to disclose arises because of the nature of the 54

relationship, not because of the title of the professional.   The Proposed Rule would 55

categorically bar these nonphysician professionals from fulfilling their ethical and professional 
duties, and, as discussed above, would expose them to significant tort liability.  
 

d. The Department’s proposals would have serious unacknowledged 
consequences on health. 

 
The Department, moreover, fails to predict the effect of its proposed referral ban on the 
continued participation of providers of family planning care in the Title X program. By 
conditioning funds on restrictions that are fundamentally at odds with the professional and 
ethical obligations of health care professionals, the Department will give many grantees, 
subrecipients, and health care professionals no choice but to withdraw from Title X. In fact, a 
number of state grantees, including Washington,  New York,  Hawaii,  and Oregon  have 56 57 58 59

already put the Department on notice that they would be forced to exit the program if the 
proposed regulations are finalized, along with other direct grantees. Together these states serve 
427,000 Title X patients. Similarly, Planned Parenthood affiliates and their health centers would 
be forced to discontinue their participation in Title X if the Proposed Rule takes effect.  
 
Although the Department fails to mention this, it is obvious that the resulting exodus of program 
participants would cause gaps in access to care, harm population health, and produce 
significant, unnecessary costs. The proposed ban on abortion referrals would restrict the ability 

53 Id. at 25,523. 
54 See, e.g., American Nurses Association, “Code of Ethics for Nurses with Interpretive Statements” 
(2015). 
55 See, e.g., Chiarella, 445 U.S. at 228 (“[T]he duty to disclose arises when one party has information ‘that 
the other [party] is entitled to know because of a fiduciary or other similar relation of trust and confidence 
between them.’”).  
56 Press Release, Washington Governor Jay Inslee, Inslee Statement on Protecting Washington Women 
from Trump Gag Rule (July 30, 2018), available at 
https://www.governor.wa.gov/news-media/inslee-statement-protecting-washington-women-trump-gag-rule 
57 Press Release, New York Governor Andrew M. Cuomo, Governor Cuomo Issues Letter to HHS 
Secretary Threatening Legal Action if Title X Rule Changes are Adopted (July 30, 2018), available at 
https://www.governor.ny.gov/news/governor-cuomo-issues-letter-hhs-secretary-threatening-legal-action-if
-title-x-rule-changes-are 
58 Press Release, Hawaii Governor David Ige, Governor Ige Opposes Trump Administration’s Attempt to 
Limit Women’s Health Care Services (July 30, 2018), available at 
https://governor.hawaii.gov/newsroom/latest-news/office-of-the-governor-news-release-governor-ige-oppo
ses-trump-administrations-attempt-to-limit-womens-health-care-services/. 
59 Press Release, Oregon Governor Kate Brown, Governor Brown on Federal Title X Rollbacks on Access 
to Reproductive Health (July 30, 2018), available at 
https://mailchi.mp/oregon/news-release-governor-brown-on-federal-title-x-rollbacks-on-access-toreproduc
tive-health?e=351baaef1c. 
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of reproductive health-focused providers, including Planned Parenthood, to serve Title X 
patients, thereby reducing patients’ access to a broad range of quality family planning methods 
and services. Planned Parenthood health centers serve more family planning patients than 
other safety-net providers. Of the 6.2 million female contraceptive patients at publicly funded 
family planning clinics in 2015, 32 percent received care at Planned Parenthood health centers.

 On average, each Planned Parenthood health center serves more family planning patients 60

than other individual sites; for instance, Planned Parenthood health centers had an average 
annual contraceptive caseload of 2,950 patients per site, compared to 320 per site at Federally 
Qualified Health Centers (FQHCs).  Although Planned Parenthood health centers represent 61

only 13 percent of Title X service sites, they serve over 40 percent of the program’s patients.   62

 
Other safety-net providers would face an enormous strain in attempting to absorb the patients 
that would lose access to services. In order to serve all the women who currently obtain 
contraceptive care at Title X–supported Planned Parenthood health centers in the 50 states and 
the District of Columbia, other types of Title X sites would need to increase their client 
caseloads by 70 percent, on average.  In 13 states, other Title X providers would have to at 63

least double their capacity—and in many, to an even greater degree—to maintain the current 
reach of their states’ Title X networks.  Also, many Planned Parenthood health centers serve 64

communities that lack alternative providers of Title X services. Fifty-six percent of Planned 
Parenthood health centers are in health provider deserts, where residents live in areas that are 
medically underserved and may have nowhere else to go to access essential health services 
without Planned Parenthood. Even in communities where alternate entities could be identified, 
they would incur unnecessary costs on the front-end in readying systems, revising protocols and 
policies, entering into contracts and other agreements, and training staff, all while the existing 
capabilities of former participants would be wastefully sidelined.  
 
Even for those patients that are able to shift from Planned Parenthood to other safety-net 
providers, in addition to being a costly and harmful disruption in access to services, patients 
would likely receive inferior care. First, the disruption caused by having to switch providers itself 
would impose costs on patients who would have to engage in the time-intensive process of 
locating, evaluating, and selecting a suitable alternative provider. And second, once a provider 
is selected, this new provider may not offer the same range of services at the same level of 
quality as a patient’s previous Title X-funded provider. Planned Parenthood and other providers 
that specialize in reproductive health typically offer a broader range of reproductive health 

60Guttmacher Institute, “Publicly Funded Contraceptive Services At U.S. Clinics, 2015” (2016), available at 
https://www.guttmacher.org/sites/default/files/report_pdf/publicly_funded_contraceptive_services_2015_3.
pdf.  
61 Id. 
62 Id.  
63Kinsey Hasstedt, Beyond the Rhetoric: The Real-World Impact of Attacks on Planned Parenthood and 
Title X, Guttmacher Policy Review, (Aug. 2017), available at 
https://www.guttmacher.org/gpr/2017/08/beyond-rhetoric-real-world-impact-attacks-planned-parenthood-a
nd-title-x.  
64 Id. 
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services than other safety-net providers. In a study by the administrators of Title X evaluating 
service delivery characteristics of Title X providers, being a Planned Parenthood health center 
was associated with a higher quality and scope of family planning services when controlling for 
other health center characteristics, including the onsite availability of each contraceptive 
method, comprehensive counseling, and adolescent-friendly services.  In general, 99 percent 65

of Planned Parenthood health centers provide at least 10 reversible contraceptive methods on 
site, compared with 71 to 81 percent of other provider types.  Planned Parenthood health 66

centers are more likely than all other types of clinics to provide a Long Acting Reversible 
Contraceptive (LARC) method (98 percent versus 69 percent to 77 percent); are more likely 
than FQHCs and “other” clinics to provide pill supplies on-site (83 percent versus 34 to 56 
percent); and are more likely than any other types of clinics to provide same-day IUD insertions 
(81 percent versus 30 to 48 percent). Eighty-three percent of Planned Parenthood health 
centers provide initial oral contraceptive supplies and refills on-site, compared with only 34 
percent of FQHCs.  Planned Parenthood health centers also typically have shorter waiting 67

periods—an average of 1.2 days for an initial contraceptive visit—and appointments can often 
be made the same day.  By contrast, one study found that the average wait time for an FQHC 68

appointment was nine days.   69

 
Additionally, Title X patients may prefer to see a provider that specializes in reproductive health. 
Research has shown that patients prefer to receive care at specialized clinics, like Planned 
Parenthood health centers, because such clinics can offer better or faster services such as 
having oral contraceptives available on site or same day IUD insertion.  Also, women trust 70

OB/GYN specialists and are generally more likely to talk with them about health concerns both 
within and outside the scope of sexual and reproductive health care.  For instance, women are 71

twice as likely to talk with OB/GYNs about birth control and HIV than internal or family medicine 
providers, and they are more likely to talk to OB/GYNs about substance abuse.  Thirty-five 72

percent of women report their OB/GYN as being their primary health care provider.  73

 

65 Carter, et al., Four aspects of the scope and quality of family planning services in US publicly funded 
health centers: Results from a survey of health center administrators, 94 J. Contraception 340 (2016), 
http://dx.doi.org/10.1016/j.contraception.2016.04.009. 
66 Zolna, M. R., & Frost, J. J., Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in 
Service Delivery Practices and Protocols (2016), available at 
https://www.guttmacher.org/report/publicly-funded-family-planning-clinic-survey-2015.  
67 Id.  
68 Id.  
69 Rhodes, K. V., Kenney, G. M., Friedman, A. B., Saloner, B., Lawson, C. C., Chearo, D., &; Polsky, D., 
Primary Care Access for New Patients on the Eve of Health Care Reform, JAMA Internal Medicine, 
174(6), 861-69 (2014). 
70 Frost, J.J., Gold, R.B., Bucek A., Specialized Family Planning Clinics in the United States: Why Women 
Choose Them and Their Role in Meeting Women’s Health Care Needs, Women’s Health Issues, 22(6) 
(2012), e519-e525. 
71 PerryUndem, “Research Findings: Women + OB/GYN Providers,” (Nov. 2013), available at 
https://www.plannedparenthood.org/files/4914/0656/5723/PPFA_OBGYN_Report.FINAL.pdf.  
72 Id. 
73 Id. 
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Reduced access to a broad range of quality family planning care resulting from the 
Department’s proposed ban on abortion referrals would translate to worse health outcomes for 
Title X patients. These adverse consequences are likely to include, among others, more 
unintended pregnancies. In 2015, the Guttmacher Institute estimated that Planned Parenthood’s 
provision of contraceptive services averted 430,000 unintended pregnancies.  If 10 percent 74

fewer pregnancies were averted as a result of the Proposed Rule, this would create 
considerable cost to patients and the health care system. In Medicaid, the average total 
maternal and newborn charges for care with vaginal or cesarean births are $29,800 and 
$50,373, respectively.  So, at minimum, even a 10 percent increase in births resulting from the 75

Proposed Rule would impose $128.1 million in costs (4,300 x $29,800). Similarly, a study in 
California found that removing free or low-cost access to family planning services would result in 
patients using less effective methods of contraception with correspondingly higher rates of 
failure.  Unintended pregnancy can put the health of women and children at risk.  It is also 76 77

likely that a decrease in contraceptive use would result in a rise in the rate of abortions.   78

 
Furthermore, reduced access to family planning care also means STDs will go undetected or be 
detected later, leading to higher rates of STDs and more severe consequences for patients 
experiencing them. STDs among women can result in pelvic inflammatory disease, which is a 
major cause of infertility; ectopic pregnancy; and chronic pelvic pain.  Certain STDs, including 79

syphilis and gonococcal infections, also facilitate the transmission of HIV.  In 2010, publicly 80

funded family planning sites, including Planned Parenthood health centers, averted 99,100 

74 Guttmacher Institute, Unintended Pregnancies and Abortions Averted by Planned 
Parenthood, (Jun. 2017), available at 
https://www.guttmacher.org/infographic/2017/unintended-pregnancies-and-abortions-averted-planned-par
enthood-2015.  
75 Truven Health Analytics, The Cost of Having a Baby in The United States: Executive Summary (Jan. 
2013), available at 
https://transform.childbirthconnection.org/wp-content/uploads/2013/01/Cost-of-Having-a-Baby-Executive-
Summary.pdf.  
76 M. Antonia Biggs et al., California Family Planning Health Care Providers’ Challenges to Same-Day 
Long-Acting Reversible Contraception Provision, 126 Obstetrics & Gynecology 338, 338 (2015). 
77 ACOG, Committee Opinion No. 654, Reproductive Life Planning to Reduce Unintended Pregnancy 
(2016), 
https://journals.lww.com/greenjournal/Fulltext/2016/02000/Committee_Opinion_No__654___Reproductive
_Life.53.aspx; ACOG, Frequently Asked Questions No. 182, Obesity and Pregnancy (2016), 
https://www.acog.org/Patients/FAQs/Obesity-and-Pregnancy; ACOG, Frequently Asked 
Questions No. 142, Diabetes and Women (2016), 
https://www.acog.org/-/media/For-Patients/faq142.pdf?dmc=1&ts=20180724T1744238808. 
78 Lawrence B. Finer & Mia R. Zolna, Declines in Unintended Pregnancy in the United States, 2008-2011, 
374 N. Engl. J. Med. 843, 846-47 (2016) (finding that approximately 40 percent of unintended 
pregnancies end in abortion).  
79 Centers for Disease Control and Prevention, Pelvic Inflammatory Disease (PID) – CDC Fact Sheet 
(2014), available at https://www.cdc.gov/std/pid/pid-fact-sheet-july-2014-press.pdf; Kristen Kreisel et al., 
Prevalence of Pelvic Inflammatory Disease in Sexually Experienced Women of Reproductive 
Age—United States 2013-2014, 66 Morbidity & Mortality Wkly Rpt. 80, 80 (2017). 
80 CDC, Sexually Transmitted Disease Surveillance 2015, at 6, 43, 54, 55 (2016), available at 
https://www.cdc.gov/std/stats15/std-surveillance-2015-print.pdf.  
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cases of chlamydia; 16,240 cases of gonorrhea; 410 cases of HIV; 13,170 cases of pelvic 
inflammatory disease (PID), which would have led to 1,130 ectopic pregnancies; and 2,210 
cases of infertility.  These preventable infections are costly to patients and the health care 81

system. For example, the Guttmacher Institute estimates that the total burden of the nine million 
new cases of STDs that occurred among 15-24-year-olds in 2000 was $6.5 billion, with HIV and 
the human papillomavirus (HPV) the most costly STDs by far in terms of total estimated direct 
medical costs, accounting for 90% of the total burden ($5.9 billion).  In addition to a rise in 82

unintended pregnancies and STDs, reduced access to Planned Parenthood’s Title X services 
would likely have other negative effects on health. 
 
These negative consequences will fall most heavily on certain populations that, due to systemic 
racism, sexism and other forms of oppression, already face health disparities—disparities that 
the Department has an obligation to address, not exacerbate. These include women, who 
comprise the vast majority of Title X patients, including women impacted by the opioid epidemic, 
who are in critical need of affordable family planning services. It also includes people of color, 
LGBTQ people, and young people. Of the four million family planning patients served by Title X 
in 2016, 21 percent identified as Black or African American and 32 percent identified as 
Hispanic or Latino.  Women of color in underserved areas, such as those served by many Title 83

X clinics, including Planned Parenthood health centers, are at high risk for negative sexual and 
reproductive health outcomes, due to poverty, geographic and social isolation, and limited 
access to care.  Similarly, people who identify as LGBTQ often have few options for 84

LGBTQ-friendly care, such as that provided at Title X centers—including cancer screenings, 
contraception, and STI and HIV services. Title X is also a vital source of confidential care for 
young people across the country, playing an important role in the plummeting teen pregnancy 
rates, as well as providing prevention, testing and treatment for STDs. Without comprehensive 
contraceptive services at Title X centers, the teen unintended pregnancy rate would be 44 
percent higher.  85

 

81 Jennifer J. Frost et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of 
the US Publicly Funded Family Planning Program, 92 Milbank Q. 667, 668 (2014). 
82 Guttmacher Institute, The Estimated Direct Medical Cost of Sexually Transmitted Diseases Among 
American Youth, 2000, (2004), available at 
https://www.guttmacher.org/journals/psrh/2004/estimated-direct-medical-cost-sexually-transmitted-diseas
es-among-american.  
83 See Dep’t of Health & Human Servs., Off. of Population Affairs, Title X Family Planning Annual Report: 
2016 National Summary (2017), available at 
https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf. 
84 See American College of Obstetricians and Gynecologists, Health Care Systems for Underserved 
Women (2012), available at 
https://www.acog.org/Clinical-Guidance-and-Publications/Committee-Opinions/Committee-on-Health-Car
e-for-Underserved-Women/Health-Care-Systems-for-Underserved-Women. 
85 Kinsey Hasstedt, Why We Cannot Afford to Undercut the Title X National Family Planning Program 
(2017), available at 
https://www.guttmacher.org/gpr/2017/01/why-we-cannot-afford-undercut-title-x-national-family-planning-pr
ogram. 
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Unfortunately, we already have seen the negative health consequences of laws and policies 
that restrict the ability of providers like Planned Parenthood to serve patients with low incomes. 
For example, one study found that the exclusion of Planned Parenthood from a state-funded 
family planning program in Texas was associated with adverse changes in the provision of 
contraception, including a 35 percent decline in the use of the most effective methods of 
contraception and an increase in unintended pregnancy leading to a 27 percent increase in 
childbirth covered by Medicaid.   86

 
In addition to the effects of reduced access to family planning care due to exodus of qualified, 
long-standing providers, the Department fails to consider the likely negative effects on the 
quality of patient care at Title X-funded sites that attempt to adhere to the terms of the referral 
ban or are allowed to withhold counseling, including interference with care coordination and the 
other burdens placed on patients. Full information is critical to positive health outcomes. In a 
meta-analysis of studies examining care management plans, the authors concluded that “patient 
health outcomes can be improved with good physician-patient communication,” which includes 
the need for patients to feel “that they are active participants in care and that their problem has 
been discussed fully.”  Suppressing a provider’s discussion with a patient about where and how 87

to access abortion, as per the Department’s proposal, interferes with such “full discussion.” 
Referrals are also an important part of care coordination. For example, a survey on care 
coordination from the Department’s Agency for Healthcare Research and Quality asks patients 
whether they were able to obtain a needed referral from their primary care provider to see 
another health care professional in the past year.   88

 
On top of implicating these aspects of quality and care coordination, the Proposed Rule would 
harm patients seeking abortions by introducing extraordinary difficulties into the already arduous 
process of obtaining one. It would do this not only by forcing providers to decline to offer any 
guidance to patients seeking abortion, but also by coercing or confusing patients into unwanted 
appointments for prenatal care. Under proposed section 59.14, only in the narrow circumstance 
where a pregnant patient “clearly states that she has already decided to have an abortion” 
would the rule allow a doctor to give that patient a list of “comprehensive health service 
providers (some, but not all, of which also provide abortion, in addition to comprehensive 
prenatal care)” without identifying which providers on that list actually offer abortion. All other 
pregnant patients could only be given a list of “comprehensive health service providers 
(including providers of prenatal care) who do not provide abortion as a part of their services” 

86 Stevenson, A. J., Flores-Vazquez, I. M., Allgeyer, R. L., Schenkkan, P., & Potter, J. E., Effect of 
Removal of Planned Parenthood from the Texas Women’s Health Program, New England Journal of 
Medicine, 374(9) (2016), 853-60. 
87 Moira Stewart, PhD, Effective Physician-Patient Communication and Health Outcomes: A Review, 
Canadian Medical Association Journal, (May 1995), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1337906/pdf/cmaj00069-0061.pdf.  
88Agency for Healthcare Research and Quality, “Care Coordination Measure for Primary Care Survey” 
(Jul. 2016), available at 
https://www.ahrq.gov/sites/default/files/wysiwyg/professionals/prevention-chronic-care/improve/coordinati
on/ccqmpc/ccqm-pc-survey-instructions.pdf.  
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under the Proposed Rule. In addition to banning abortion referrals, the Proposed Rule would 
appear to require Title X projects to not only refer any pregnant patient for “appropriate prenatal 
and/or social services,” but to also give the patient “assistance with setting up a referral 
appointment to optimize the health of the mother and unborn child.”  This appears to require 89

Title X projects to set up an appointment for a patient for “prenatal care and delivery, infant care, 
foster care, or adoption” even if the patient has declined to be connected to those services, or 
worse, even if the patient had already clearly expressed their intent to have an abortion.   90

 
Whether because patients are coerced into making an appointment with a provider that they 
never asked to see, or simply because of the deliberately confusing nature of the Department’s 
approved “referral list,” the Proposed Rule virtually guarantees that many patients interested in 
seeking an abortion will be pressured or misled into scheduling one or more unnecessary 
in-person office visits for unwanted services. The Department fails to account for the costs this 
would impose on Title X patients (many of whom have low incomes and lack health insurance) 
who would be forced to pay for an unnecessary visit with another health care provider, arrange 
for transportation, and take time off from work or school—only to find out that they must do so at 
least once more to actually obtain an abortion. Studies of mandatory waiting periods for abortion 
confirm that imposing delays on access to abortion burdens patients and results in later-term 
abortions.  These extra visits would also impose unwarranted costs on health care providers, 91

and would unnecessarily burden other publicly funded programs and or health plans. Moreover, 
the Department fails to consider that the proposed referral ban would shift the burden of 
gathering and evaluating information about where and how to obtain an abortion to the patient. 
Being much less likely than the provider to have a complete understanding of the available 
options and to be able to weigh the comparative advantages of each, the patient would have to 
engage in this process without guidance and at great personal expense. From a public policy 
perspective, there is no conceivable benefit to requiring additional, unnecessary visits, but there 
are considerable costs to the patients and to the health care system. The Department must at a 
minimum address these costs in its rationale and provide some justification for these features of 
its proposed ban on abortion referrals.  
 
Additionally, the Department’s proposed “physical and financial” separation requirement would 
likely reduce access to abortion referrals even for non-Title X patients. Discussed below, the 
“physical and financial” separation requirement expressly requires referrals for abortion to be 

89 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,531. 
90 Id. 
91 See, e.g., Michael Lupfer and Bohne Goldfarb Silber, “How Patients View Mandatory Waiting Periods 
for Abortion,” Family Planning Perspectives, (Mar. 1981), available at 
https://www.jstor.org/stable/2134696?seq=1#page_scan_tab_contents; Frances A. Althaus and Stanely 
K. Henshaw, “The Effects of Mandatory Delay Laws On Abortion Patients and Providers,” Family 
Planning Perspectives, (Sept. 1994), available at https://www.jstor.org/stable/2135944; Joyce, Henshaw 
et al., “The Impact of State Mandatory Counseling and Waiting Period Laws on Abortion: A Literature 
Review,” Guttmacher Institute (Apr. 2009), available at 
https://www.guttmacher.org/report/impact-state-mandatory-counseling-and-waiting-period-laws-abortion-li
terature-review.  

 
21 

Case 3:19-cv-01184-EMC   Document 39-13   Filed 03/21/19   Page 22 of 97

https://www.jstor.org/stable/2134696?seq=1#page_scan_tab_contents
https://www.jstor.org/stable/2135944
https://www.guttmacher.org/report/impact-state-mandatory-counseling-and-waiting-period-laws-abortion-literature-review
https://www.guttmacher.org/report/impact-state-mandatory-counseling-and-waiting-period-laws-abortion-literature-review


 

provided separately from Title X services, necessitating separate facilities. We show below that 
the costs of avoiding noncompliance with the proposed separation standard would be financially 
impractical for many entities. Faced with the prospect of having to make costly investments to 
establish separate facilities, some recipients may instead forfeit their the provision of abortion 
referrals entirely in order to continue to participate in Title X. This would effectively withhold 
referrals from patients who seek non-Title X care from recipients, imposing harms and costs on 
these patients similar to those assessed for Title X patients above. 
 

e. The Department fails to address how its proposed ban on abortion 
referrals would interact with other federal requirements. 

 
Finally, the Department makes no attempt to clarify the interaction between its proposed ban on 
referrals for abortion and its removal of the counseling requirement and applicable federal 
requirements to the contrary. For example, the Department’s Proposed Rule prohibiting Title X 
projects from referring women for abortion creates a conflict with the requirements of section 
330 of the Public Health Service Act.  Health centers receiving funding under that Act as well 92

as FQHC look-alikes are required to provide “primary health services,”  which include “referrals 93

to providers of medical services (including specialty referral when medically indicated) and other 
health-related services.”  These health centers are therefore required by federal law and 94

regulation to refer patients to providers of abortions as medically indicated. 
 
Under the Proposed Rule, FQHCs that operate Title X projects would face conflicting federal 
obligations.  Congress did not intend for Title X grantees to have to choose between receiving 
funding under Title X or under other federal programs, such as section 330 of the Public Health 
Service Act.  Indeed, Title X providers must secure other sources of revenue even to be eligible 
to receive Title X grants.  As of 2010, FQHCs administered 38% of Title X clinics.   Thus, the 95 96

Proposed Rule is contrary to law, and it is arbitrary and capricious insofar as it conflicts with the 
statutory requirements of other federal programs in which Title X grantees might participate. 
 

4. The regulatory text the Department provides is unclear and confusing. 
 
While we urge the Department to withdraw the rule in its entirety, the Department must at a 
minimum address a number of unclear or confusing features of its proposals to ban referrals for 
abortion and to remove Title X’s nondirective options counseling requirement. As these 
proposals stand, they provide insufficient notice to Title X recipients about their obligations 
under the Proposed Rule. In resolving these issues, a reasoned justification should also be 

92 42 U.S.C. § 254b. 
93 Id. § 254b(a)(1). 
94 Id. § 254b(b)(1)(A). See also 42 C.F.R. § 51c.102(c), (h).  
95 See 42 C.F.R. § 59.7(c) (Title X grants may not cover 100 percent of a project’s estimated costs).  
96 Heisler & Elliott, Factors Related to the Use of Planned Parenthood Affiliated Health Centers (PPAHCs) 
and Federally Qualified Health Centers (FQHCs) 10, Congressional Research Service (2017), available at 
https://fas.org/sgp/crs/misc/R44295.pdf. 

 
22 

Case 3:19-cv-01184-EMC   Document 39-13   Filed 03/21/19   Page 23 of 97



 

provided where the Department’s clarification reflects a policy choice for which the Proposed 
Rule fails to offer a justification or explanation. 
 

● In proposed section 59.5(a)(5), the Department writes that Title X projects would be 
prohibited from, among other things, “presenting” abortion as a method of family 
planning. But this is contradicted by the preamble, which expressly assures that the 
regulation would not ban Title X projects from giving patients nondirective options 
counseling on abortion.  Additionally, while the preamble cites appropriations law which 97

provides that “all pregnancy counseling shall be nondirective,” this appears nowhere in 
the regulatory text even as the Department proposes to codify many other appropriations 
directives. These inconsistencies are likely to confuse Title X recipients about what is 
legally required or allowed under the Proposed Rule. If the Department wishes to 
expressly permit nondirective options counseling (as the law requires), it should do so by 
clarifying the proposed regulatory text to reflect, at minimum, the language of the 
appropriations rider. If it intends to foreclose counseling on abortion, it must at a 
minimum attempt to justify its policy choice by showing evidence in favor of prohibiting 
such counseling and the legal basis for this change. As we state above, we do not 
believe that the Department can legally make this change. 

 
● The regulatory text at proposed section 59.14(b) appears to direct Title X projects to 

refer all patients who are “medically verified as pregnant,” regardless of their wishes, to 
“prenatal and/or social services.” Yet the preamble devotes neither explanation nor 
justification for this apparent policy decision. If the Department does not intend to 
conscript Title X providers into making prenatal appointments for all pregnant patients, it 
should clarify this in the proposed regulatory text. If it does intend this, at minimum, it 
must provide a reasoned justification for this decision and articulate a valid legal basis 
for its action. As we state above, we do not believe the Department can adequately 
justify referring all pregnant patients for “prenatal and/or social services.” 

 
● Although the proposed section 59.14(c) appears to permit “doctors” to include abortion 

providers in a list of referral providers in some circumstances, neither the regulatory text 
nor the preamble settle whether other health care professionals would be allowed to do 
so. Similarly, the preamble of the Proposed Rule provides that a “physician” may offer 
nondirective options counseling, including counseling on abortion, to a pregnant patient 
but nowhere does the Proposed Rule mention whether this would be permitted by other 
project staff.  The Department should clarify this in the regulatory text and provide an 98

adequate rationale and legal basis for its choice. Again, we do not believe it can. 
 

● At proposed section 59.14(a), the regulatory text appears to absolutely bar Title X 
projects from providing referrals for abortion. Yet the preamble, in cases of rape or 

97 83 Fed. Reg. at 25507.  
98 Id.  
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incest, claims to provide for an exception to this prohibition. The Department should 
resolve this inconsistency in language and explain its justification. 

 
5. The proposal to ban referrals for abortion would violate the constitutional 

rights of Title X recipients.  
 
The Department’s proposed ban on referrals for abortion violates the constitutional rights of Title 
X recipients. First, it would restrict speech by Title X providers in violation of the First 
Amendment. Second, the proposed ban on referrals for abortion would require Title X providers 
to adopt the Department’s view of medically-appropriate options for pregnant women as their 
own.  
 

a. The ban on referrals for abortion would restrict speech by Title X 
grantees in violation of the First Amendment. 

 
While the Department notes that a previous iteration of the gag order survived a First 
Amendment challenge in Rust v. Sullivan,  the Department’s current Proposed Rule goes 99

further than the 1988 Rule in restricting speech, thereby raising new and unaddressed concerns 
regarding the infringement of First Amendment rights of Title X participants.  The Proposed Rule 
does not merely prohibit counseling or referrals directly related to abortion. Whereas the 1988 
Rule provided that a Title X project could not “provide counseling concerning the use of” or 
“provide referral” for abortion, the Proposed Rule increases the scope of prohibited speech by 
stating Title X projects cannot “promote,” “refer for,” “support” or “take any other affirmative 
action to assist a patient to secure such an abortion.”   100

 
As the Supreme Court recently observed in National Institute of Family & Life Advocates v. 
Becerra, “regulating the content of professionals’ speech ‘poses the inherent risk that the 
Government seeks not to advance a legitimate regulatory goal, but to suppress unpopular ideas 
or information.’”   The regulation of medical professionals’ speech in particular presents 101

heightened concerns because “[d]octors help patients make deeply personal decisions, and 
their candor is crucial.”   Furthermore, “[t]hroughout history, governments have manipulated 102

the content of doctor-patient discourse to increase state power and suppress minorities.”   103

 
In this instance, the risks of suppression by the Proposed Rule are significant yet unaddressed 
by the Department.  Title X is designed to provide voluntary family planning services for 
low-income families.  In imposing such speech restrictions on Title X recipients and in turn, the 104

beneficiaries of those programs, many of whom may not have access to other family planning 

99 500 U.S. 173 (1991); see 83 Fed. Reg. at 25,504. 
100 83 Fed. Reg. at 25,531 (emphasis added). 
101 138 S. Ct. 2361, 2374 (2018) (citation omitted). 
102 Id. (citation omitted). 
103 Id. (citation and quotation marks omitted). 
104 See 42 U.S.C. § 300a-4(c). 
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information or programs, the Department restricts a vulnerable population’s access to 
information and a doctor’s ability to provide that information.  It also conflicts with recent 
Supreme Court precedent limiting how such vital speech may be regulated.  105

 
b. The proposed ban on referrals for abortion requires Title X 

grantees to adopt the Department’s view of medically-appropriate 
options for pregnant women as their own. 

 
Not only does the proposed rule unconstitutionally restrict the speech of health care providers 
within a Title X program, but due to the realities of administering these programs, it also 
impermissibly prevents Title X grantees from holding alternate views about acceptable methods 
of family planning outside the context of Title X.  
 
While Congress is permitted to impose conditions on federal programs, there is a relevant 
distinction “between conditions that define the federal program and those that reach outside it.”

  In AID v. All. for Open Soc’y Int’l, Inc. (AOSI), the Supreme Court held that a policy 106

requirement compelling a grant recipient to adopt a particular belief in order to receive funding 
violated the First Amendment.  In contrast with the policy requirement at issue there, the 107

Supreme Court noted in AOSI that the 1988 Rule in Rust v. Sullivan only governed the scope of 
Title X projects; it did not otherwise limit a grantee’s ability to engage in activities outside of the 
project.   108

 
As noted above, the current Proposed Rule, unlike the rule in Rust v. Sullivan, broadly prohibits 
even support for abortion as a method of family planning.   In enacting such sweeping 109

prohibitions, the Proposed Rule will interfere with a grantee’s First Amendment rights outside of 
the scope of a Title X project. A Title X grantee cannot realistically provide a woman with 
medically appropriate family planning options consistent with the Proposed Rule and yet 
separately inform her about other medically appropriate options such as abortion outside of Title 
X—the Proposed Rule requires a health care provider to affirmatively inform a woman who asks 
that abortion is not considered a method of family planning and to refer her for prenatal care and 
social services.   And the medical professional who provides care with Title X funds can only 110

adopt one view or policy regarding abortion as a method of family planning: the government’s.  111

105 See Nat’l Inst. of Family & Life Advocates, 138 S. Ct. at 2375 (“[T]he best test of truth is the power of 
the thought to get itself accepted in the competition of the market, and the people lose when the 
government is the one deciding which ideas should prevail.” (citation and quotation marks omitted)). 
106 AID v. All. for Open Soc’y Int’l, Inc. (AOSI), 570 U.S. 205, 217 (2013). 
107 Id. at 218, 221. 
108 AOSI, 570 U.S. at 217 (citing Rust, 500 U.S. at 196). 
109 83 Fed. Reg. at 25,531. 
110 See, e.g., 83 Fed. Reg. at 25,532 (Example 5). 
111 See AOSI, 570 U.S. at 218 (“A recipient cannot avow the belief dictated by the Policy Requirement 
when spending Leadership Act funds, and then turn around and assert a contrary belief, or claim 
neutrality, when participating in activities on its own time and dime.”). 
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As a result, the Proposed Rule necessarily reaches a Title X grantee’s activity outside of the 
context of a Title X project.  
 
Moreover, the Proposed Rule necessarily reaches activities beyond Title X by limiting the 
post-conception options medical professionals may provide. The Department notes at multiple 
points that Title X projects are not intended to provide post-conception care.  By definition, 112

referrals of any kind provided to a pregnant woman are referrals to a program outside the scope 
of Title X.  Even so, the Proposed Rule strictly regulates these post-conception referrals, 
including by requiring projects to refer all pregnant patients to prenatal or social services, and by 
regulating the list of health care providers given to a pregnant woman upon her request.  This 113

restriction exceeds the scope of Title X and in turn, violates the Supreme Court’s prohibition on 
conditions that reach outside of a particular program.  
 

B. Addition of “Physical and Financial” Separation Requirement (§ 59.15).  
 
The Department proposes to require Title X projects to ensure that project activities are 
“physically and financially” separate from abortion-related activities. The Department’s proposal 
is unfounded for several reasons. First, the asserted legal basis for requiring “physical and 
financial” separation is flawed. Second, the Department’s public policy justification for the 
proposed “physical and financial” separation requirement is inadequate and fails to grapple with 
a number of problems. Third, the regulatory text intended to give effect to the “physical and 
financial” separation requirement is insufficiently clear. Fourth, the imposition of this requirement 
would raise serious constitutional questions. Thus, the Department’s proposed “physical and 
financial” separation requirement should be withdrawn. Also, we respond in the negative to the 
Department’s question about whether “organizational separation” or distinct names should be 
required for non-Title X and Title X facilities. 
 

1. The Department’s proposal to require “physical and financial” separation 
rests on a flawed interpretation of federal law. 

 
The Department’s proposed “physical and financial” separation requirement is neither required 
nor justified by Title X.  In fact, integration of Title X projects with other family planning services 
is consistent with Congress’s goal to make effective family planning services widely available to 
low-income communities.  The House Report emphasized that Title X was intended “to assure 
the coordination, supervision, administration, and evaluation of domestic family planning 
services.”   Requiring Title X projects to be physically separated from other family planning 114

services that might include the provision of abortion works against this goal of providing 
coordinated family-planning services and counseling. 
 

112 See 83 Fed. Reg. at 25,518, 25,529. 
113 See 83 Fed. Reg. at 25,531. 
114 H. Rep. No. 91-1472, at *4 (emphasis added). 
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Subsequent congressional action also indicates a clear intent to continue to support integrated 
family-planning services.  In reauthorizing Title X, the Senate Labor and Public Welfare 
Committee stated that “it is essential that there be close coordination and, wherever possible, 
integration of family planning services, into all general health care programs.”  This desire for 115

coordination and integration stemmed from the view that it would provide the most effective 
implementation of Title X programming.  Congress was well aware that such integration of Title 
X programs with larger family-planning clinics could, and often did, result in the programs being 
located “down the hallway” from abortion providers.  Nonetheless, Congress has continued to 116

favor integrated services, defeating a 1978 proposal that would have had similar effects to the 
rule proposed here.   In fact, from the beginning the Department has provided grants to 117

facilities colocated with abortion services providers.  To the extent that the Proposed Rule 
results in the disintegration of Title X projects and broader family-planning services, it is 
inconsistent with Title X’s purpose. 
 

2. The Department offers inadequate evidence for its proposed “physical 
and financial” separation requirement. 

 
The Department focuses its policy rationale for the proposed “physical and financial” separation 
requirement on the need for “a clearer, more transparent system of separation and 
accountability,” citing the “risk of intentional or unintentional use of Title X funds for 
impermissible purposes, the co-mingling of Title X funds, and the appearance and perception 
that Title X funds being used in a given program may also be supporting that program’s abortion 
activities.”  One would expect that allegations as serious as these would be based in 118

convincing evidence. Yet, not only does the Department offer no evidence of actual misuse of 
Title X funds, the Department offers almost nothing to show any “risk,” either actual or 
perceived, that Title X funds are being misused. 
 
First, the Department provides zero evidence for many of the serious allegations it makes. For 
instance, the Department provides no examples of the “unintentional use of Title X funds for 
impermissible purposes” in its rationale to justify the “physical and financial” separation 
requirements. In other parts of the preamble, the rare examples of financial errors it does 

115 S. Rep. No. 63, 94th Cong., 1st Sess. 65-66 (1975), reprinted in 1975 U.S. Code Cong. & Admin. 
News 469, 528. 
116 See, e.g., 124 Cong. Rec. 37046 (“But, you mean to say, here is a good institution and they cannot run 
a family planning clinic because somewhere down the hallway—somewhere in an operating room—they 
might have at some time performed an abortion or they might perform an abortion.” (statement of Rep. 
Rogers)). 
117 124 Cong. Rec. 37045 (1978). Rep. Dornan’s proposed amendment required that “[n]o grant or 
contract authorized by this title may be made or entered into with an entity which directly or indirectly 
provides abortion, abortion counseling, or an abortion referral services.”  Concerned with the alleged 
“difficult[y] of segregat[ing] funds” given to grant recipients such as Planned Parenthood, the amendment 
would have prevented organizations with family planning programs and abortion referral services from 
“redirect[ing] funds.”  Congress rejected the amendment which, in effect, would have “allow[ed] no 
Federal funding to such groups.” 
118 83 Fed. Reg. at 25507. 
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highlight are fully addressable under the current regulatory framework. The Department 
provides no evidence that the current regulatory framework is insufficient and does not even 
allege otherwise. Even more absurd is the Department’s stated concern about the “intentional” 
misuse of funds for prohibited activities without even an iota of evidentiary support. The 
Department provides no evidence that “confusion” is created by the current requirements. The 
Department also fails to offer any evidence of the “appearance or perception” that Title X funds 
are being misused. And it does not provide any authority for its contention that there is “public 
confusion over the scope of Title X services, whether Title X projects provide abortion services, 
and whether the Federal government (and, ultimately, Federal taxpayers), is funding abortion 
services provided by organizations that are recipients (or subrecipients) of Title X grants/funds.”

 As central as these statements are to the Department’s rationale for its proposed “physical 119

and financial” separation requirement, the Proposed Rule contains nothing in support of them.  
 
As evidence of this alleged risk, the Department cites a series of Guttmacher Institute reports, 
the most recent of which was from 2014, showing an increase in both the proportion of 
abortions provided at “nonspecialized clinics” (clinics whose primary services are not abortion) 
and the proportion of such clinics offering abortion between 2008-2014, while the number of 
“abortion clinics” dropped.  The Department speculates that perhaps these clinics could be 120

recipients of Title X funds.  Yet the reports provide no information about how many 121

nonspecialized clinics are Title X service sites, so the Department cannot draw this conclusion.
 This apparently dramatic growth in the provision of abortion at Title X service sites is also 122

contradicted by the Department’s later estimate of abortion providers in Title X. In the Proposed 
Rule’s Regulatory Impact Analysis, based on a Congressional Research Service report, the 
Department estimates that no more than 10 percent of Title X service sites also provide 
abortion.  In sum, the Department is unable to show that an actual risk exists at all. 123

 
This hypothetical risk, moreover, certainly would not rise to a level of seriousness that would 
warrant the Department’s proposed “physical and financial” separation requirement. Even if the 
Department were able to reliably show that an increasing number of Title X-funded facilities also 
offer abortion (it cannot), this would not mean that Title X funds are being, or even might be, 
misused for abortion. This is simply not enough to justify the Department’s costly and intrusive 
proposal. Common sense dictates that the Department must, using evidence, take the 
additional step of locating this alleged hazard somewhere on the wide continuum between minor 
and serious risks. Then, based on this objective evaluation, the Department must decide 
whether regulation is warranted in the first place; and if so, the proposed regulatory solution 

119 Id. 
120 Id. 
121 Id. 
122 See, e.g., Jones, R.K., Jerman, J., Abortion incidence and service availability in the United States, 
2014, Guttmacher Institute Perspectives on Sexual and Reproductive Health (Jan. 17, 2017), available at 
https://www.guttmacher.org/sites/default/files/article_files/abortion-incidence-us.pdf.  
123 83 Fed. Reg. at 25,525 (“A Congressional Research Service report estimates that 10 percent of clinics 
that receive Title X funding offer abortion as a method of family planning separately from their Title 
X-funded activities.”). 
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would have to be proportionately tailored to the estimated risk. To do otherwise would waste the 
Department’s resources and impose unnecessary costs on regulated entities. It would also 
introduce inconsistency in the current administration’s approach to regulation, which aims to 
“make regulation efficient, effective, and appropriately tailored.”  The Department’s reference 124

to the mere risk of perceived confusion is radically inadequate to justify the proposed regulatory 
solution.  
 
Finally, the Department’s contends that its proposed “physical and financial” separation 
requirements would solve the imaginary confusion caused by the current requirements by 
instituting a “bright-line rule.”  Yet the characterization of the Proposed Rule’s regulatory text 125

as a “bright-line rule” or “clearer [and] more transparent” is plainly false. In reality, the Proposed 
Rule would grant broad discretion to the Department to evaluate an individual Title X recipient’s 
compliance with a “facts and circumstances” test. In its assessment, the Department would be 
instructed to consult the four factors enumerated at proposed section 59.15(a)-(d). This 
resembles more closely a multi-factor standard than a “rule,” let alone a “bright-line” one with 
definitive, predictable results.  Under the nebulous proposed standard, regulated entities are 126

given almost no notice of what would be required to comply. Nowhere does the rule constrain 
the Department’s latitude in making judgments about compliance, encouraging arbitrary 
enforcement. Any guidance on how each factor would be weighted or operationalized in the 
Title X health care setting is conspicuously absent. Recipients of Title X funds, at a loss to 
divine the Department’s intent, would be thrown into deep, costly uncertainty after decades of 
successful adherence to the existing regulatory framework for separation. In sum, if the 
Department’s objective is to clarify what is required, its proposed “physical and financial” 
separation standard cannot be recommended over the current regime. 
 

3. The Department fails to address a number of problems with its proposed 
“physical and financial” separation requirement. 

 
On top of doing little to show why the proposed “physical and financial” separation requirement 
is needed, the Department entirely avoids discussion of a number of the proposal’s obvious 
defects and costs. It appears that these problems, together, would amount to harms far in 
excess of the proposal’s asserted benefits. The Department’s failure to grapple with these costs 
render its policy rationale inaccurate and incomplete.  
 
First, the Department vastly underestimates the number of entities that would have to comply 
with its proposal. The Department assumes that the “physical and financial” separation 

124 Exec. Order No. 13772, Core Principles for Regulating the United States Financial System, 82 Fed. 
Reg. 9965 (Feb. 3, 2017). 
125 83 Fed. Reg. at 25507. 
126 “A legal directive is ‘rule’-like when it binds a decisionmaker to respond in a determinate way to the 
presence of delimited triggering facts” while “[s]tandards allow the decisionmaker to take into account all 
relevant factors or the totality of the circumstances.” See Kathleen M. Sullivan, The Justices of Rules and 
Standards, 106 Harv. L. Rev. 22, 58-59 (1992). 
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requirement would apply only to the estimated 20 percent of Title X service sites that offer 
abortion or that “may share resources with unaffiliated entities that offer abortion as a method of 
family planning.”   But this does not reflect an accurate reading of the Proposed Rule.  127

 
As provided in proposed section 59.15, “[a] Title X project must be organized so that it is 
physically and financially separate . . . from activities that are prohibited under section 1008 of 
the Act and §§ 59.13, 59.14, and 59.16 from inclusion in the Title X program.” This presumably 
extends the separation requirement with the same force to a range of conduct beyond providing 
abortion services to patients. For instance, it also applies to entities that refer for, promote, or 
support abortion, or that take “any other affirmative action to assist a patient to secure” an 
abortion (proposed section 59.14). The requirement also applies to entities that encourage or 
advocate for abortion (proposed section 59.16). This includes lobbying and political activity 
related to abortion; paying dues to certain organizations; and the provision of information 
“promoting a favorable attitude” toward abortion. It follows from the terms of the Proposed Rule 
that any recipient of Title X funds that engages in any of these activities would have to comply 
with the “physical and financial” separation requirement. All Title X-funded services sites at 
minimum currently refer for abortion upon request, and many undoubtedly perform some of the 
other activities prohibited by the provisions cited in proposed section 59.15.  
 
As we mention above, some Title X service sites will decline to continue to participate as Title X 
recipients if the Proposed Rule is made effective. Other Title X service sites may forfeit 
performing any abortion-related activities, such as providing referrals for abortion, in order to 
continue participating in Title X without incurring prohibitive compliance costs under the 
“physical and financial” separation requirement. However, the remaining Title X service sites 
must take steps to avoid noncompliance with the Department’s proposed “physical and 
financial” separation requirement. This will be far higher than the 20 percent of service sites that 
the Department identifies in its Proposed Rule, and the Department must properly assess these 
costs. If, for purposes of these Comments, we assume that the number will be approximately 50 
percent of current service sites, even under the Department’s estimated average cost per 
service site of $20,000, which as explained below, is far too low, this would imply costs of $40.0 
million ($20,000 x 1,949) in the first year.   128

 
The Department estimates that, on average, each affected Title X service site would incur 
$20,000 in costs in order to come into compliance. The Department does not support this 
estimate with any evidence based in actual practice. In fact, our experience assisting local 
affiliates that are renovating or building new facilities leads us to believe this significantly 
underestimates the total compliance costs.  
 

127 83 Fed. Reg. at 25,525. 
128 Fowler, C. I., Gable, J., Wang, J., & Lasater, B., Family Planning Annual Report: 2016 national 
summary (Aug. 2017), available at 
https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf (reporting 3,898 service sites in 
2016). 
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To start with, the Department provides an underestimate of the resources needed to initially 
evaluate compliance at the service site- and grantee-levels. As shown above, the proposed 
“physical and financial” separation requirement amounts to a “facts and circumstances” 
standard under which the Department has significant latitude to make judgments about a Title 
X-funded entity’s compliance. The use of a multi-factor test creates administrative costs that are 
not anticipated in the Proposed Rule. For example, it will be time-intensive to predict precisely 
how the proposed standard will be interpreted and applied in particular circumstances—either by 
the Department to a recipient, or by a recipient to its subrecipients. This uncertainty, moreover, 
also has other effects on the behavior of Title X recipients that is relevant to the costs of the 
Proposed Rule. Since the proposed regulatory text is so unclear, errors are more likely to occur 
in the administration of the “physical and financial” separation requirement: both incorrect 
judgments by the Department about what is allowable, and erroneous interpretations on the part 
of recipients. Unable to ascertain the precise boundaries of the regulation, risk-averse recipients 
are more likely to take precautions that are, strictly speaking, unnecessary and costly in order to 
avoid the risk of noncompliance. This confusion is made worse because the Proposed Rule, 
after instructing the Department to use a case-by-case approach, implies that “two distinct 
services collocated within a collocated space” would be banned,  and that “separate 129

facilities—one facility providing Title X services and one providing abortion”—would be required.
 Partially as a consequence of this oversteering, the costs borne by Title X-funded entities are 130

likely to exceed the Department’s estimated costs for evaluation.  
 
On top of the costs of initial evaluation, Title X-funded entities will have to absorb the costs 
necessary to implement any changes required to “physically and financially” separate 
abortion-related activities from Title X project activities. These costs will exceed the 
Department’s estimate by a large margin. We begin with the cost of building and renovating 
facilities in order to comply. The Proposed Rule would instruct the Department to look to “the 
degree of separation from facilities (e.g., treatment, consultation, examination and waiting 
rooms, office entrances and exits, shared phone numbers, email addresses, educational 
services, and websites) in which prohibited activities occur and the extent of such prohibited 
activities.” In the Proposed Rule, this is sometimes referred to as prohibiting the “collocation” of 
abortion-related activities and Title X activities. To avoid noncompliance, Title X-funded entities 
would have to either renovate existing facilities or build entirely new ones depending on the 
circumstances of each individual Title X service site.  
 
To estimate the cost of these activities, we use top-line construction cost estimates from a report 
produced by Capital Link.  Although the report is based on a survey of community health 131

centers, based on our extensive experience assisting local affiliates with constructing and 
renovating health centers, the costs presented for these facilities closely resemble the costs 
associated with family planning centers. In assessing costs, Capital Link recommends selecting 

129 83 Fed. Reg. 25,519. 
130 Id. 
131 Capital Link, Estimating Capital Project Costs for Health Centers (2011), available at 
http://www.caplink.org/images/stories/Resources/publications/Pub.EstimatingCapitalProjectCosts.pdf. 
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an estimate between the median and the 75th percentile.  So, for these Comments, we 132

assume that new construction will cost $400 per square foot while renovation will cost $330 per 
square foot. Furthermore, an average family planning center, based on our experience, is 
between 3,000 and 3,500 square feet, with a central estimate of 3,250 square feet. And 
although the Capital Link report does not provide an estimate for the cost of acquiring new 
commercial property, in our experience rental costs range from $50 to $100 per square foot, 
with a central estimate of $75 per square foot.  
 
For those properties where a renovation of an existing facility is possible (e.g., the addition of 
separate rooms, exits and entrances, and so on), we assume that at least half of the site’s total 
area would need to be renovated. For such properties, we estimate that costs would be 
approximately $536,250 per facility (1,625 sq. ft. x $330). Where renovation is not possible, an 
entirely new location would be needed. For new locations where a pre-existing building exists, 
the necessary renovations are likely to cost approximately $1.1 million per facility (3,250 sq. ft. x 
$330), and site acquisition costs would come to approximately $243,750 (3,250 sq. ft. x $75), for 
an estimated total of $1.3 million per facility. Moreover, new properties with no existing physical 
plant would incur costs in the range of $1.3 million in new construction costs (3,250 sq. ft. x 
$400), and site acquisition costs would come to approximately $243,750 (3,250 sq. ft. x. $75), 
for an estimated total of $1.5 million per facility. We assume, conservatively, that only 10 
percent of the service sites that would have to take steps to avoid noncompliance would 
establish new locations, equally divided between properties that have and do not have a 
pre-existing building. For the rest, it is assumed that only renovation of existing facilities would 
be required. We estimate that, even based on these conservative assumptions and assuming 
50 percent of the current service sites must take steps to comply, building and renovation costs 
alone would total $1.2 billion in the first year after the regulation is finalized. This comes to an 
average cost of nearly $625,000 per affected service site.  
 
In addition to costs directly related to purchasing and building, we note for the Department that 
obtaining the necessary approvals for locating a facility, especially an abortion facility, is often a 
lengthy and drawn-out process, implying additional costs for permitting, licensure, and meeting 
the requirements of targeted regulations. The Department has failed to account for any of these 
costs. 
 
On top of these building and renovation costs, the Department’s proposed “physical and 
financial” separation standard would appear to require the duplication of certain expenses by 
Title X-funded entities, including contracts for goods and services and staff time, which would 
also imply significant costs that the Department fails to acknowledge in the first year and every 
subsequent year. For example, proposed section 59.15(c) would instruct the Department to look 
to “the existence of separate personnel, electronic or paper-based health care records, and 
workstations.” It appears that the Proposed Rule would necessitate duplicating contracts for 
goods and services for each separate facility established to avoid noncompliance with the 

132 Id. 
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“physical and financial” separation requirement. This would at minimum include duplicate 
contracts for security vendors, cleaning, medical waste, laboratory services, utilities, electronic 
health care record systems (including separate licenses for each provider under each software 
product), phone systems, and web services. Also, additional clinical staff time would be 
necessary to staff and oversee separate facilities. We estimate this would amount to a 
permanent increase in clinical staff time of between 50-100 percent, depending on the volume 
of patients seen at a Title X service site and whether establishing a separate location would be 
required to avoid noncompliance. We arrive at this 50-100 percent estimated increase because 
staff roles that would have to be duplicated for each individual facility include, at minimum, a 
provider to see and treat patients (e.g., physician or other advance practice clinician), 1-2 staff 
members positioned at the front desk, and 1-2 staff members facilitating patient care (e.g., 
conducting laboratory work, intake, and follow-up). Moreover, additional back-office staff time 
would be necessary to perform the additional purchasing and contracting described above. An 
increase in staff time of this magnitude would almost certainly be accompanied by Human 
Resources and payroll staff time as well.  
 
Having abandoned its duty to accurately assess compliance costs, the Department also fails to 
estimate the effect of these unreasonable costs on Title X recipients, many of whom would find 
it financially impractical, if not impossible, to continue their participation in Title X as a result. As 
we explain above, the departure of a large number of Title X-funded providers, especially 
reproductive health-focused providers, would reduce access to family planning care with 
attendant negative impacts on health outcomes and population health.  To summarize, 133

Planned Parenthood and other reproductive-health focused providers play an outsized role in 
serving Title X patients and are more likely than other types of providers to offer a broad range 
of quality family planning services. If these providers are forced to exit the program, the 
Department would, in many communities, find it difficult or impossible to identify alternative 
entities that are able to serve the same volume of patients with the same range of services at 
the same level of care. Forced to delay or forgo basic preventive services as a result, many 
patients that previously were able to access Title X-funded care from Planned Parenthood or 
other reproductive health-focused providers would experience adverse health consequences, 
including unintended pregnancies, undetected STDs, and other poor health outcomes. This 
would create costs for patients, the health care system, and the public. 
 
Also, for the few entities that are willing and able to absorb these costs, the proposed “physical 
and financial” separation requirements would harm patients by interfering with quality of care, 
care coordination, and integration of services. For example, patients benefit from immediate, 
onsite access to a range of contraceptive methods after an abortion. According to a 2010 
Guttmacher Institute survey of abortion patients, two-thirds expressed a desire to leave their 
appointment with a contraceptive method and slightly more than half indicated a preference for 
receiving contraceptive information and services during their abortion care rather than in other 

133 See supra, p.15. 
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health care settings.  Yet the provision of same-day post-abortion contraception funded by 134

Title X appears to be severely restricted or barred entirely under the proposed “physical and 
financial” separation requirement. Instead, two separate visits to separate facilities would be 
necessary. This implies unnecessary costs to patients and providers that are unaccounted for 
by the Department and interferes with the integration of care. Furthermore, to the extent that this 
creates an obstacle for patients to obtain effective methods of contraception, the risk of 
unintended pregnancy among abortion patients may increase as a result.  
 
On top of interruptions to same-day services, the Department’s proposal to consider separate 
electronic health care records in its determination of compliance with the “physical and financial” 
separation requirement poses considerable health risk to patients. A qualitative study of multiple 
electronic medical records within a single health care organization found “clear limitations” to 
this approach, the primary limitation being “the risk to patient safety.”  “The greatest risk of 135

multiple EMR use is the risk of missing data and any corresponding decision support that impact 
patient safety,” for example, missing information about allergies or drug interactions; lab tests, 
imaging studies and procedures; “missing pregnancy or lactation information leading to 
inappropriate medication ordering, missing recent changes in renal function leading to 
inappropriate use of IV contrast dye, and incomplete or inaccurate past medical history or family 
history leading to inaccurate risk assessments.”  These same risks would likely arise in the 136

implementation of the Department’s proposed “physical and financial” separation requirement. 
The same study notes that “to safely and efficiently use more than one EMR, a considerable 
amount of IT work is necessary,” implying necessary additional expenditures by Title X projects 
to ensure patient safety.   137

 
4. The Department’s regulatory text would give recipients insufficient notice 

of the conduct prohibited under the “physical and financial” separation 
requirement.  

 
We draw the Department’s attention to two areas in particular where the proposed “physical and 
financial” separation requirement fails to communicate the precise conduct that would be 
prohibited under the Proposed Rule. We believe the regulatory text therefore does not give Title 
X recipients sufficient notice about their obligations under the Department’s proposal. While we 
believe that the Department should withdraw the proposal altogether, the Department at a 
minimum should clarify the following areas, and the Department’s clarification should provide a 
reasoned justification for its policy choice: 

134 Megan K. Donovan, “Postabortion Contraception: Emerging Opportunities and Barriers,” Guttmacher 
Policy Review (Oct. 2017), available at 
https://www.guttmacher.org/gpr/2017/10/postabortion-contraception-emerging-opportunities-and-barriers 
(citing the 2010 report).  
135 Payne, Fellner, et al, “Use of more than one electronic medical record system within a single health 
care organization,” Applied Clinical Informatics (Dec. 2012), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3613036/.  
136 Id. 
137 Id. 
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. 
● As mentioned above, although the proposed regulatory text at section 59.15 directs the 

Department to use a multi-factor “facts and circumstances” test in assessing Title X 
recipients’ compliance with the “physical and financial” separation requirement, the 
preamble repeatedly implies otherwise. For instance, the Department repeatedly and 
incorrectly characterizes the proposed standard as a “bright-line rule” requiring “one 
facility providing Title X services and and one providing abortion as a method of family 
planning.”  And elsewhere, the Department implies that the regulatory text would 138

absolutely bar the “collocation” of Title X services within the same facility at which 
abortion-related activities are performed.  These inconsistencies compound the opacity 139

of the regulatory text itself, which provides little guidance for Title X-funded entities 
seeking to avoid noncompliance.  

 
● Also, the regulatory text contains errors that make it difficult to discern precisely what 

types of prohibited activities are subject to the proposed “physical and financial” 
separation requirement. For example, proposed section 59.15 requires separation from 
“activities that are prohibited under section 1008 of the Act and §§ 59.13, 59.14, and 
59.16.” Yet the “physical and financial” separation standard does not integrate proposed 
section 59.5(a)(5), which would require that projects “[n]ot provide, promote, refer for, 
support, or present abortion as a method of family planning.” Also, while the regulatory 
text would require the separation of activities prohibited under proposed section 59.13 
from Title X project activities, that section does not itself prohibit any conduct at all. 
Rather, that section proposes to require recipients to provide assurances to the 
Department that it will meet a number of abortion-related requirements. The Department 
should address these errors. 

 
5. The proposed “physical and financial” separation requirements would 

violate the constitutional rights of Title X recipients. 
 
The Proposed Rule also impermissibly—and unconstitutionally—burdens a Title X grantee’s 
ability to perform abortions or provide counselling or referrals for abortion outside of the Title X 
project.  In Rust v. Sullivan, the Supreme Court held that while the federal government can 
“refuse[] to fund” abortion-related activities “out of the public fisc,” it cannot “den[y]” recipients of 
Title X funds “the right to engage in [such] activities.”  In Agency for International Development 140

v. Alliance for Open Society International, Inc., the Supreme Court reaffirmed this restriction, 
holding that the government cannot impose conditions on a program receiving federal funding if 
“the condition by its very nature affects ‘protected conduct outside the scope of the federally 
funded program.’”  141

  

138 83 Fed. Reg. at 25,507, 25,519. 
139 83 Fed. Reg. at 25,519. 
140 Rust v. Sullivan, 500 U.S. 173, 198 (1991). 
141 570 U.S. at 218–19 (AOSI) (quoting Rust, 500 U.S. at 197). 
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The Proposed Rule does exactly that.  It takes aim at a fundamentally protected right and 
places such strict conditions on the recipients of federal funding so as to essentially “prohibit[ ] 
the recipient from engaging in the protected conduct outside the scope of the federally funded 
program.”  The Department could (permissibly) prevent the expenditure of public money for 142

prohibited abortion-related activities by requiring Title X grantees to use “counseling and service 
protocols, intake and referral procedures, material review procedures, and other administrative 
procedures” to ensure that abortion-related activities are not part of the Title X project, and to 
pro-rate the cost of shared facilities and resources, such as waiting rooms, staff, and health 
record systems.  But the Proposed Rule instead would require Title X grantees to separate 143

their abortion-related activities to such an extent that they are essentially being performed by a 
separate entity and would impose prohibitive costs on Title X grantees wishing to perform those 
activities. Such a condition on federal funds is unconstitutional. 
  
First, mandating the creation of a separate, abortion-free entity is not a permissible condition on 
federal funds.  In AOSI, the Supreme Court held that the government could not condition a 
project’s funding on an entire organization’s adoption of the government’s stance on an issue. 
Here, compliance with the Proposed Rule would require changes to the grantee outside its Title 
X project, including to its public image and non-Title X services.  The Proposed Rule requires 
such strict separation that the public will no longer recognize the Title X project as being 
connected to the same entity that is providing abortion-related services outside of the Title X 
program.  In other words, an organization must purge all of its aspects that are contrary to the 
government’s stance on abortion—just what AOSI prohibits.   144

  
Second, given the high costs of complying with the physical separation requirements, facilities 
would have to sacrifice their non-Title X program to continue to receive Title X funding, or vice 
versa.  For example, the Proposed Rule suggests that grantees will have to establish separate 
office entrances and exits, phone numbers, email addresses, websites, health care records, and 
workstations.  These requirements would compel grantees to establish and maintain two 145

facilities (including, possibly, two buildings), two sets of staff, and two health record systems. 
Such onerous requirements would force many Title X grantees to choose between receiving 
Title X funds and providing abortion-related services.  As such, these requirements are not just 
conditions “that define the federal program” but ones that “reach outside it” because they 
necessarily affect the organization’s non-Title X projects.  146

  
Indeed, the Proposed Rule would adopt some of the requirements that were initially 
included—and subsequently rejected—in the 1988 Rule.  For example, the Proposed Rule 

142 Rust, 500 U.S. at 197. 
143 See Provision of Abortion-Related Services in Family Planning Services Projects, 65 Fed. Reg. 41281, 
41282 (July 3, 2000). 
144 See AOSI, 570 U.S. at 220-221 (the government cannot condition its award of funds so as to require 
grantees “to pledge allegiance to the Government’s policy”). 
145 83 Fed. Reg. at 25532. 
146 AOSI, 570 U.S. at 217. 
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mentions separate office entrances and exits. Although the proposed 1988 Rule included a 
similar requirement, the administrative record demonstrated that it would be difficult for public 
organizations and rural sites to comply, and the 1988 Rule rightly abandoned that requirement. 
Similarly, the final 1988 Rule did not include a proposed prohibition on shared telephone 
numbers and receptionists.  The Proposed Rule also suggests a separation of electronic or 
paper-based health care records.  A similar requirement was objected to in 1988 because of the 
challenges that it might pose to providing continuous and consistent care and the risk for poor 
medical management.  These concerns are perhaps even more acute today given the 
widespread use of electronic record systems. 
  
Supreme Court decisions in this area are instructive and demonstrate that the proposed 
separation requirements fall well on the side of impermissible conditions.  For example, in 
F.C.C. v. League of Women Voters of California, the Supreme Court struck down a ban 
forbidding any noncommercial educational station receiving federal funds from editorializing.  147

In AOSI, the Supreme Court explained its holding in League of Women Voters as resting on the 
fact that “the law provided no way for a station to limit its use of federal funds to noneditorializing 
activities” and that the prohibition thus “went beyond ensuring that federal funds not be used to 
subsidize” a certain activity.   Similarly here, compliance with the strict separation 148

requirements will necessarily affect any Title X grantee’s non-Title X programming, not just the 
Title X project itself.  Compliance with the Proposed Rule will require changes to any Title X 
grantee’s other programming—specifically the type of restriction prohibited in League of Women 
Voters.  
  
The conditions imposed here are also not like the conditions upheld in Regan v. Taxation with 
Representation of Washington.  There, the Supreme Court upheld the conditioning of tax 
exemptions for § 501(c)(3) organizations on a requirement that the organization not engage in 
lobbying.  In a concurrence, Justice Blackmun emphasized that the Court’s holding that the 149

condition did not violate the First Amendment rested on the assumption that a § 501(c)(3) 
non-profit organization and a § 501(c)(4) lobbying affiliate need only to be “separately 
incorporated and keep records adequate to show that tax deductible contributions are not used 
to pay for lobbying.”  Justice Blackmun concluded that “[a] § 501(c)(3) organization’s right to 150

speak is not infringed, because it is free to make known its views on legislation through its § 
501(c)(4) affiliate without losing tax benefits for its nonlobbying activities.”  In other words, the 151

constitutionality of the condition turned on the fact that maintaining two separate organizations 
was practicable.  That is not the case here. The Proposed Rule goes far further in its separation 
requirements and, as such, limitations on the use of funds for the Title X project cannot be 
distinguished from the Title X grantee’s other programming and impermissibly affect its ability to 
operate. 

147 468 U.S. 364, 399 (1984). 
148 570 U.S. at 216. 
149 461 U.S. 540, 550 (1983). 
150 Id. at 553 (Blackmun, J., concurring) (citation omitted). 
151 Id. 
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In short, the Proposed Rule gives organizations an unconstitutional choice: take funding for Title 
X projects and eliminate abortion from their organization, or pass on the funds. 
  
If grantees do take the funds under this condition and abandon their abortion services, then the 
Proposed Rule will also place an undue burden on a woman’s ability to seek an abortion by 
overly restricting access.  Under Casey, “a statute which, while furthering [a] valid state interest, 
has the effect of placing a substantial obstacle in the path of a woman’s choice cannot be 
considered a permissible means of serving its legitimate ends.”   In particular, “[u]nnecessary 152

health regulations that have the purpose or effect of presenting a substantial obstacle to a 
woman seeking an abortion impose an undue burden on the right.”  As explained by the Court 153

in Whole Woman’s Health, an assessment of whether a regulation imposes an undue burden 
“requires that courts consider the burdens a law imposes on abortion access together with the 
benefits those laws confer.”  154

  
Here, the Proposed Rule will place substantial burdens on a woman’s access to abortion.  The 
implementation of stringent, costly, and more restrictive factors by which “[t]he Secretary will 
determine whether such objective integrity and independence exists” is likely to make it 
prohibitively expensive for recipients of Title X funding to provide abortion services outside of 
their Title X project, thus resulting in the elimination  of abortion services.  To the extent that 
Title X grantees are forced to cease providing abortion services, this will mean “fewer doctors, 
longer waiting times, and increased crowding” for the providers that remain.  155

  
On the other side of the balance, the Proposed Rule does not convey any benefits to either the 
government or the recipients of Title X services.  Indeed, the Proposed Rule actually runs 
counter to the purposes of Title X by risking diminished access for low income families to health 
care.  While the Proposed Rule mentions “case-by-case determinations” of physical separation, 
the Proposed Rule also repeatedly refers to the benefits of establishing a bright-line rule through 
the proposed requirements.  Even a case-by-case approach is likely to impose significant costs 
because unclear rules, which will incentivize facilities to over-comply for fear of being in 
violation. 
  
To justify the separation requirements, the Proposed Rule cites concerns about the misuse of 
Title X funds for abortion services.  However, the Proposed Rule at the same time concedes 
that there are “only a few cases involv[ing] documented misuse of Title X funds or violation of 
Title X’s financial requirements,”  and the Department cites no evidence to show that the 156

misuse of funds for a prohibited purpose is a legitimate state concern that will be remedied by 

152 Planned Parenthood of Southeastern Pa. v. Casey, 505 U.S. 833, 877 (1992); see also Whole 
Woman’s Health v. Hellerstedt, 136 S. Ct. 2292, 2309 (2016), as revised (June 27, 2016).  
153 Whole Woman’s Health, 136 S. Ct. at 2309 (quoting Casey, 505 U.S. at 877). 
154 Id. 
155 Id. at 2313.  
156 83 Fed. Reg. at 25,510. 
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the proposed separation requirements.  Accordingly, the benefit of preventing potential misuse 
of Title X funds is severely outweighed by the burden of the substantial costs imposed by these 
separation requirements and the likely closure of many abortion-providing facilities.  
  
In sum, the Proposed Rule will impose significant burdens on any recipient of Title X funding 
through its stringent separation requirements.  These burdens, which outweigh any of the 
Proposed Rule’s benefits, will not only have the effect of diminishing access to abortions but 
also more broadly affect any Title X grantee’s programming, both inside and outside of the Title 
X project. 
 

6. The Department should not require “organizational separation” or different 
names for Title X and abortion providing entities.  

 
The Department asks whether it should require even more than “physical and financial” 
separation between Title X project and abortion activities, “such as a requirement for a Title X 
clinic to operate under a distinct name from a facility that provides abortion as a method of 
family planning, or for organizational separation.”  In suggesting these potential regulatory 157

options, the Department attempts to appeal to the “confusion” that it claims is created by Title X 
and non-Title X facilities sharing the same name or belonging to the same organization.  It 158

also suggests that a lack of “organizational separation” may make enforcement more difficult.   159

 
The Department, however, provides no evidence supporting either of the proposals it advances. 
While the Department speculates that patients would be “confused” about whether abortion is 
included as a Title X-funded service, as we show above, the Department fails to provide any 
evidence of “confusion” under the current regulations. And, even if we were to accept the 
Department’s conjecture that this confusion exists, there are many less costly and less intrusive 
ways to make the public aware that Title X funds are not used for abortion. For example, the 
Department could require this message to be integrated into each Title X project’s community 
outreach activities or written materials. But no alternative means to reduce the alleged 
“confusion” are discussed in the Proposed Rule. This absence is noteworthy considering the 
costly changes that are proposed. Moreover, though the Department worries that a lack of 
“organizational separation” may make enforcement more difficult, it makes no effort to elaborate 
on its concern. Instead, the Department provides, apparently as an example of its enforcement 
concerns, a hypothetical situation: a patient seeking Title X services mistakenly goes to a 
non-Title X facility because it shares a name with, or belongs to the same organization as, a 
Title X service site. It turns out that abortion is provided at the non-Title X facility.  We find no 160

rational connection between the hypothetical lost patient and the Department’s predicted 
enforcement difficulties. Indeed, enforcement aside, it is not clear what to make of the 

157 83 Fed. Reg. at 25,519. 
158 Id. 
159 Id. 
160 Id. 
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Department’s example. Surely the lost patient, unable to obtain Title X services at the location in 
question, would draw the conclusion that the facility does not receive Title X funding. 
 
It is also obvious that this question is intended as yet another way to affect the participation in 
the program by Planned Parenthood health centers in particular, despite the fact that, as laid out 
in detail elsewhere in these comments, Planned Parenthood health centers have decades of 
experience providing services as part of the Title X program and typically provide superior 
services compared to other providers. The Department's desire to make it impossible for 
Planned Parenthood, in particular, to participate in the program is not a valid regulatory 
justification. 
 
Because these proposals would only serve to expand the effect of the Title X rules on non-Title 
X activities, for the reasons we give above, we also believe neither of these options would be 
consistent with the Department’s statutory authority under Title X, nor would they be 
constitutional. 
 

C. New Requirements on The “Appropriate Use of Funds” (§ 59.18).  
 
The Department proposes new requirements governing the “appropriate use of funds,” including 
restrictions on the use of Title X funds to “build infrastructure for purposes prohibited with these 
funds, such as support for the abortion business of a Title X grantee or subrecipient.”  There 161

are a number of problems with the proposed requirements. First, the Department’s proposed 
infrastructure restriction lacks a basis in law. Second, the Department’s policy rationale for its 
proposed requirements on the use of Title X funds is insufficient. Finally, the Department’s 
proposed regulatory text is unclear. We therefore urge the Department to withdraw its proposed 
requirements on the “appropriate use of funds.” 
 

1. The Department’s proposed restrictions on the use of Title X funds lack a 
basis in law. 

 
The legislative history of Title X and section 1008 does not support the prohibition on 
infrastructure-building at proposed section 59.18(a).  Indeed, the legislative history does not 
reflect a concern about using Title X for infrastructure building or that such use might result in an 
inappropriate fungibility of assets.  Infrastructure is barely mentioned in the legislative history of 
Title X, but to the extent it is, concerns about the need for improved infrastructure for family 
planning are cited as a reason in favor of additional funding.   Moreover, the use of Title X 162

funds to build infrastructure supports the broader purposes of Title X: to make “comprehensive 
voluntary family planning services readily available to all persons desiring such services.”  163

161 Id. at 25,533. 
162 See, e.g., Family Planning Services and Population Research Act of 1970, Pub. L. No. 91-572, § 2, 84 
Stat. 1504 (1970) (“How can the States, the State of California, or the other 49 States, create the 
infrastructure they need for family planning unless they receive the necessary funds to do so?”). 
163 Id.  
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Congress’s primary goal was to expand the availability of family-planning services to low-income 
communities, and infrastructure is an essential component of expanding availability.  There is no 
indication that Congress was concerned with limiting the uses of infrastructure built with Title X 
funds.  As long as the funds serve their primary purpose of expanding availability to 
family-planning services, there is no prohibition on using infrastructure built with Title X funds for 
other purposes; the objectives of Title X are in no way impeded by such use. 
 

2. The Department offers little evidence that its proposed requirements on 
“the appropriate use of funds” are necessary. 

 
The Department is unable to justify its new requirements on the “appropriate use of funds” using 
evidence or data. We first address the deficient rationale advanced by the Department to 
implement restrictions on the use of Title X funds for infrastructure at proposed section 59.18(a). 
Then, we turn to the inadequate evidence presented by the Department to support its proposal 
to impose other requirements on Title X projects regarding the use of grant funds.  
 

a. The Department’s rationale for its proposed infrastructure 
restrictions is deficient. 

 
At proposed section 59.18(a), the Department proposes to ban the use of Title X funds to “build 
infrastructure for purposes prohibited with these funds, such as support for the abortion 
business of a Title X grantee or subrecipient.” The same provision would also require that Title 
X projects “use the majority of grant funds to provide direct services to clients,” and any change 
in the use of funds would have to be reflected in newly required reporting. According to the 
Department, these changes are motivated by a concern that “the current flexibility in the usage 
of Title X funds permits an interchangeability of assets that grantees may have used to build 
infrastructure for non-Title X purposes, including abortion services.”  The Proposed Rule, 164

however, cites no data or evidence underlying such concerns or showing that Title X funds are 
in fact used as “fungible assets” to build infrastructure to provide abortion services. 
 
The Proposed Rule relies on the faulty premise that Title X funds used for infrastructure building 
are in fact used to build infrastructure for abortion services. There is no evidence to support this 
contention. The Guttmacher Institute papers cited in the Proposed Rule show that Title X funds 
help support critical infrastructure to provide more access to family planning.  In this regard, 165

the Guttmacher Institute’s research shows that Title X has been an effective method for women 
with low incomes to receive high-quality family planning and preventive health care, including 

164 Id. at 25,521. 
165 See, e.g., Gold, R. B., Stronger Together: Medicaid, Title X Bring Different Strengths to Family 
Planning Effort, Guttmacher Institute (May 17, 2007), 
https://www.guttmacher.org/gpr/2007/05/stronger-together-medicaid-title-x-bring-different-strengths-family
- planning-effort (“Title X funds provide the essential infrastructure support that enables clinics to go on 
and claim Medicaid reimbursement for the clients they serve.”). 
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through the support of health centers’ infrastructure.  At the same time, the Guttmacher 166

Institute’s research does not indicate that such funds are being used to build infrastructure for 
abortion services—the critical justification on which the Proposed Rule rests. Moreover, the 
Department does not show any evidence that the current regulations are not sufficient to ensure 
Title X funds are not used in this manner. 
 
The Proposed Rule cites as its policy justification that “Title X is the only discrete, domestic, 
Federal grant program focused solely on the provision of cost-effective family planning methods 
and services.”  But this cannot support the Proposed Rule, as any restriction on the use of 167

Title X funds for building infrastructure runs contrary to the stated priority of using Title X funding 
for family planning. Indeed, the existence of a proper infrastructure is necessary to the provision 
of any family planning services and promotes increased access to such services. 
 
The Proposed Rule is arbitrary and capricious insofar as it seeks to restrict the use of Title X 
funding for infrastructure building without any valid or supported justification for such a 
restriction. 
 

b. The Department’s evidence for its proposal to impose additional 
requirements on the expenditure of grant funds Title X projects is 
inadequate. 

 
On top of the proposed restrictions on using Title X funds for infrastructure, proposed section 
59.18 would require Title X projects to “fully account for, and justify, charges against the Title X 
grant” along with other changes. In attempting to justify both this proposed change and other 
proposed amendments to the Title X regulations regarding “expanded monitoring, reporting, 
transparency, and accountability,”  the Department claims that it is concerned about “the 168

potential for misuse of Title X funds and misbilling or overbilling of other Federal or state 
programs by Title X grantees under the current regulatory scheme.”  Yet the Department 169

offers no rational explanation for this concern nor for the perceived need for additional controls 
on Title X funds.  
 
The Department begins its argument by citing studies documenting trends in the misuse or 
overbilling of Medicaid for family planning services. But, as the Department confirms in the same 
paragraph, “misuse among Medicaid recipients does not necessarily predict or imply misuse of 
grant funds among Title X grantees.”  We are unable to discern the Department’s point in 170

highlighting these studies. Indeed, since Medicaid, a “reimbursement” program, is quite 
distinguishable from federal grant programs like Title X, it is difficult to see how errors with 

166 See Hasstedt, K., Why We Cannot Afford to Undercut the Title X National Family Planning Program, 
Guttmacher Institute (Jan. 30, 2017).  
167 83 Fed. Reg. at 25,508.  
168 Id. at 25,510. 
169 Id. at 25,509. 
170 Id. 
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respect to billing Medicaid could “predict or imply” any specific practices in the Title X context. 
And even if we were to accept the far-fetched notion that these studies bear on the use of Title 
X funds, the Department fails to allege (and certainly provides no evidence) that the trends in 
Medicaid billing issues among family planning providers deviate significantly from the rates of 
payment errors among other, similarly situated Medicaid providers. Moreover, the Department 
does not explain why it is not considering applying similar regulatory changes to other types of 
recipients of federal grants that also receive Medicaid family planning reimbursements, such as 
FQHCs funded under section 330 of the Public Health Service Act. Nor does the Department 
help its case by prominently citing the “research” of the Lozier Institute, an ideologically-driven 
organization whose views are far outside of the scientific mainstream and which is 
fundamentally opposed to allowing Planned Parenthood health centers to provide any publicly 
funded services because of their provision of safe and legal abortion.  
 
The Department also provides some specific examples of financial errors by Title X grantee 
organizations, concluding that “[t]hese examples raise concerns about the integrity of the Title X 
program.”  Yet upon examination, these do not show the existence of any problem with the 171

use of Title X grant funds. Five out of the seven examples cited are not about Title X at all.  As 172

the Department notes, financial errors in other programs “do not necessarily predict or imply 
misuse of grant funds among Title X grantees” and cannot be used as evidence for the 
Department’s proposed requirements.  In fact, the Department’s search yielded only two 173

examples of financial errors in the use of Title X grant funds.  To base the Department’s 174

proposed regulatory changes on a mere two examples that were resolved under the current 
regulatory regime is unreasonable. 
 
Also, the Department makes broad assertions about common mistakes in the administration of 
federal grant programs.  While problems with the execution of federal grant programs 175

writ-large may justify changes to general regulations governing the requirements on federal 
awards, these assertions do not illustrate a need for changes to the Title X regulations in 
particular. 
 
Finally, the Department makes vague reference to Title X’s abortion-related requirements in 
order to conclude that the pre-existing requirements are insufficient. But it fails to provide any 
evidence or reasoning to show why this would be the case. In fact, several of the Department’s 
proposed requirements on the “appropriate use of funds” closely resemble or are duplicative of 
existing directives. Consider, for example, proposed section 59.18(a), which provides that 
“[f]unds shall only be used for the purposes, and in direct implementation of the funded project, 
expressly permitted with this regulation and authorized within section 1001 of the Public Health 

171 Id. at 25,510. 
172 Id. at 25,509-10 (noting examples in New York, Illinois, Pennsylvania, Washington, and Wisconsin that 
do not involve Title X funds). 
173 Id. at 25,509. 
174 Id. at 25,509-10 (noting findings of Title X-related errors in Nebraska and Massachusetts).  
175 Id. at 25,510. 
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Service Act, that is, to offer family planning methods and services.” It is unclear how this differs 
from existing instructions to Title X recipients. For instance, current section 59.9 of the Title X 
regulations provides “[a]ny funds granted under this subpart shall be expended solely for the 
purpose for which the funds were granted in accordance with the approved application and 
budget, the regulations of this subpart, the terms and conditions of the award, and the 
applicable cost principles prescribed in 45 CFR part 75, subpart E.”  And Title X’s Program 176

Requirements provide  
 

“All funds granted for Title X family planning services projects must be expended             
only for the purpose for which the funds were awarded and in accordance with              
the approved application and budget. Funds may not be used for prohibited            
activities, such as abortion as a method of family planning, or lobbying. The             
Notice of Award (NOA) provides other stipulations regarding the use of funds.            
Funds must be used in accordance with the Title X family planning services             
projects regulations, the terms and conditions of the award, and the HHS grants             
administration regulations set out at 45 CFR parts 74 and 92.”  177

 
Similarly, proposed section 59.18(a) would require “each grantee [to] give a detailed accounting 
for the use of grant dollars, both in their applications for funding, and within any annually 
required reporting.” And proposed section 59.18(c) would provide that “[e]ach project supported 
under Title X shall fully account for, and justify, charges against the Title X grant.” But the 
Department fails to show how these apparently new obligations would differ, for instance, from 
information already provided under existing duties on applicants to provide a detailed budget 
and budget narrative as a part of their applications, for projects to submit quarterly and final 
Federal Financial Reports, and for projects to submit applications for non-competing 
continuation awards annually.  Proposed section 59(a), moreover, would require approval from 178

the Office of Population Affairs for “any significant change in the usage of grant funds within the 
grant cycle.” Yet the Department fails to distinguish its proposal from the general grants 
management rule that requires recipients to “request prior approvals from HHS awarding 
agencies” for major revisions to budget or program plans.  At a minimum, the Department 179

must demonstrate that its proposed changes would not be duplicative of these existing 
requirements. 
 

3. The Department’s regulatory text is unclear.  
 

176 42 C.F.R. § 59.9.  
177 Office of Population Affairs, Program Requirements for Title X Funded Family Planning Projects, 10 
(Apr. 2014), available at 
https://www.hhs.gov/opa/sites/default/files/Title-X-2014-Program-Requirements.pdf.  
178 Department of Health and Human Services, FY 2018 Announcement of Anticipated Availability of 
Funds for Family Planning Services Grants, 24, 55-56 (Feb. 23, 2018), available at 
https://www.grants.gov/web/grants/view-opportunity.html?oppId=297943.  
179 45 C.F.R. § 75.308.  
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In a number of areas, the Department’s proposed regulatory text on this subject is unclear. The 
text, therefore, fails to put grant recipients on sufficient notice as to their obligations. In clarifying 
these areas, a reasoned justification should also be provided where the Department’s 
clarification reflects a policy choice for which the Proposed Rule fails to offer a justification or 
explanation. 
 

● In proposed section 59.18(a), the Department seeks to devote a majority of each 
grantee’s Title X funds to the provision of “direct services.” The term, however, is not 
defined. Its meaning is further obfuscated by the Department’s statements in the 
preamble, which appear to classify “bulk purchasing of contraceptives or other clinic 
supplies, clinical training for staff, and community outreach and recruiting” as 
infrastructure expenses.  Clarification is necessary as many of these costs are closely 180

associated with and necessary for the provision of clinical services. 
 

● In proposed section 59.18(c), the Department provides that it will “put additional 
protections in place to prevent any possible misuse of Title X funds through misbilling or 
overbilling.” Nowhere else in the Proposed Rule is this provision addressed. Given the 
open-ended authorization this proposed provision would grant the Department, the 
Department must clarify its plan to impose additional requirements, describe what form 
these additional requirements will take, and provide an evidentiary justification for the 
forthcoming changes. 

 
D. Prohibitions on Lobbying and Political Activities (§§ 59.16, 59.18). 

 
The Department proposes to add requirements to the Title X regulations prohibiting projects 
from engaging in advocacy, lobbying, and political activities. But it fails to provide sufficient 
evidence to justify its proposed prohibitions. Also, the proposed regulatory text meant to 
effectuate the Department’s policy objective is unclear. So we urge the Department to withdraw 
its proposed prohibitions on advocacy, lobbying, and political activities. 
 

1. The Department fails to explain why its proposed prohibitions on 
advocacy, lobbying, and political activities are justified. 

 
According to the Department, its proposed revisions are justified because, without more 
“guidance” on the application of restrictions on the use of federal funds for advocacy, lobbying, 
and political activities in the context of Title X, “it possible that Title X grantees could 
intentionally, or unintentionally and unknowingly, use Title X funds for prohibited lobbying or 
political activities.”  The Department also provides that, because of Title X’s abortion-related 181

prohibitions, the general grants-management requirements are insufficient.  
 

180 83 Fed Reg. at 25,508. 
181 83 Fed. Reg. at 25,510. 

 
45 

Case 3:19-cv-01184-EMC   Document 39-13   Filed 03/21/19   Page 46 of 97



 

The Department provides little evidence or argument to support its contentions. First, the mere 
“possibility” that Title X-funded entities could inadvertently use Title X funds for prohibited 
activities does not justify the proposed regulations. Beyond simple conjecture, the Department 
must establish, using evidence, that the level of risk crosses a threshold of seriousness to 
warrant specific regulations. Otherwise it is unreasonable to impose the cost of complying with 
the Proposed Rule on Title X projects. Yet the Department produces no supporting evidence or 
examples where Title X funds were used to lobby or engage in political activities. The Proposed 
Rule is therefore unjustified.  
 
Nor is it necessary, given the current regime. The Department also claims that more guidance is 
needed on the application of existing restrictions to Title X recipients, and that existing 
requirements are not enough. We disagree. First and foremost, Title X recipients are repeatedly 
made aware that they are prohibited from using project funds to engage in any activities not 
outlined in the approved project.  This would necessarily prohibit lobbying, advocacy, and 182

political activities. The Department is empowered, under 45 C.F.R. § 75.371, to use a number of 
approaches to remedy findings of noncompliance, including termination of the grant where 
necessary. Moreover, Title X recipients already receive specific guidance on complying with 
federal restrictions on lobbying and political activities using grant funds from the Department. 
For instance, the Title X Funding Opportunity Announcement itself includes a description of 
prohibited lobbying activities.  Indeed, the Funding Opportunity Announcement refers to 183

Department-wide regulations that similarly detail prohibited lobbying activities.  And the 184

Department’s website devotes a webpage on compliance with restrictions on the use of federal 
grant funds for lobbying and political activity,  which includes information recounted by the 185

Department in the preamble to the Proposed Rule. So there is no shortage of guidance already 
available to Title X recipients on rules related to advocacy, lobbying, and political activities. Nor 
does the Department lack the tools to remedy the improper use of Title X funds for advocacy, 
lobbying, or political activities, if any improper uses in fact take place.  
 

182 42 C.F.R. § 59.9 (“Any funds granted under this subpart shall be expended solely for the purpose for 
which the funds were granted in accordance with the approved application and budget, the regulations of 
this subpart, the terms and conditions of the award, and the applicable cost principles prescribed in 45 
CFR part 75, subpart E.”); Office of Population Affairs, Program Requirements for Title X Funded Family 
Planning Projects, 10 (Apr. 2014), available at 
https://www.hhs.gov/opa/sites/default/files/Title-X-2014-Program-Requirements.pdf (“All funds granted for 
Title X family planning services projects must be expended only for the purpose for which the funds were 
awarded and in accordance with the approved application and budget.”); 45 C.F.R § 75.403 (providing 
that costs must “[b]e necessary and reasonable for the performance of the Federal award and be 
allocable thereto under these principles [and c]onform to any limitations or exclusions set forth in these 
principles or in the Federal award as to types or amount of cost items.”). 
183 Department of Health and Human Services, FY 2018 Announcement of Anticipated Availability of 
Funds for Family Planning Services Grants, 24, 55-56 (Feb. 23, 2018), available at 
https://www.grants.gov/web/grants/view-opportunity.html?oppId=297943.  
184 Id. 
185 Department of Health and Human Services, “Federal Restrictions on Lobbying for HHS Financial 
Assistance Recipients” (Sept. 2, 2015), available at 
https://www.hhs.gov/grants/grants/grants-policies-regulations/lobbying-restrictions.html.  
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Also, while some of the Department’s proposed restrictions may be redundant within the 
confines of a Title X project, the proposed prohibitions would extend the reach of these 
restrictions to an entity’s non-Title X activities. This is because the Department’s proposed 
“physical and financial” separation requirement would apply to the activities proposed under 
proposed section 59.16. As is mentioned above, the Proposed Rule implies that “physical and 
financial” separation would require “separate facilities—one facility providing Title X services” 
and one engaged in abortion-related activities.  It follows that the performance of lobbying and 186

political activities using private funds would be made contingent on the establishment of entirely 
separate facilities. Obviously, many organizations, unable to finance more space, equipment, 
and personnel, would find it cost prohibitive to continue these activities. The significant cost to 
entities and to society of deterring a wide radius of lobbying and political activity outside of the 
federally funded project is unacknowledged by the Department, and the imposition of these 
costs beyond the Title X project exceeds the Department’s statutory authority and is likely 
unconstitutional.  
 

2. The Department’s regulatory text is unclear.  
 
The Department’s proposed regulatory text in proposed section 59.16(a)(1) is unclear. This 
section would prohibit the use of Title X funds for “[a]ttending events or conferences during 
which the grantee or subrecipient engages in lobbying” regardless of whether the lobbying in 
question has anything to do with abortion. Moreover, given the terms of proposed section 59.15, 
it follows that any lobbying that a recipient conducts at such events or conferences would have 
to be physically and financially separate from Title X activities. But even Department’s own legal 
reasoning would certainly not justify requiring separation for activities that are not related to 
abortion. And if the Department truly meant to require “physical and financial” separation 
between Title X activities and lobbying activities that are unrelated to abortion, it must provide a 
reasoned justification and legal basis for its decision. We do not believe that it can do so. 
 

E. New “Transparency” Requirements (§ 59.2, § 59.5). 
 
The Department proposes new “transparency” requirements, including the reporting of detailed 
information about subrecipients, referral entities, and other partners. These new requirements 
are insufficiently justified in the Proposed Rule. Also, the Department’s proposed regulatory text 
is unclear. Thus, we urge the Department to withdraw its proposed “transparency” requirements. 
 

1. The Department fails to justify its proposed “transparency” requirements. 
 
The Department alleges that it lacks “an accurate understanding of any grantee’s subrecipients, 
what role each subrecipient plays in the overall function of the project, or the extent to which 
Title X funding supports the efforts of subrecipient.”  In the absence of explicit requirements in 187

186 83 Fed. Reg. at 25,519. 
187 Id. at 25,514. 
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the Title X regulations requiring the submission of this information, the Department claims that it 
cannot properly oversee the Title X program.  To remove this alleged obstacle, the 188

Department proposes to add new “transparency” requirements to the regulations.   189

 
There are a number of problems with the Department’s justification for its proposed 
“transparency” requirements. First, existing mechanisms already provide the Department with 
detailed information about subrecipients. For example, the recent Title X Funding Opportunity 
Announcement required applicants to submit “a detailed budget and budget narrative for each 
subrecipient/contractor, by agency title, along with the same supporting information referred to 
in these instructions,” or, if the applicant plans to select subrecipients post-award, “information 
on the nature of the work to be delegated, the estimated costs, and the process for selecting the 
delegate agency.”  Similarly, in its post-award requirements, the Funding Opportunity 190

Announcement provides that “[m]odifications to your approved project that will require prior 
approval include, but are not limited to: a change in the scope or the objective(s) of the project 
or program (even if there is no associated budget revision, such as reduction in services, 
closing of service or program site(s)); . . .  or the subawarding, transferring or contracting out of 
any work that was not described in the approved proposal.”  In addition to prior approval, 191

under the Funding Opportunity Announcement, “grantees are expected to provide timely notice 
(within 30 days) to the Office of Population Affairs (OPA) through its website contractor, as well 
as to the appropriate HHS project officer, of any deletions, additions, or changes to the name, 
location, street address and email, and contact information for Title X grantees and service 
sites.”  Thus, the Department’s claim that it “does not have an accurate understanding of any 192

grantee's subrecipients” is belied by the terms of its own Funding Opportunity Announcement, 
which requires these disclosures as a condition of funding. 
 
Further, as with other federal grant programs, the Department’s responsibility to oversee Title X 
is limited to the oversight of direct grantees. Grantees themselves are responsible for monitoring 
subrecipients. Department-wide regulations governing the administration of federal awards 
require direct grantees, not the federal agency, to “[m]onitor the activities of the subrecipient as 
necessary to ensure that the subaward is used for authorized purposes, in compliance with 
Federal statutes, regulations, and the terms and conditions of the subaward; and that subaward 
performance goals are achieved.”  The U.S. Government Accountability Office (GAO) explains 193

that “Federal agencies hold the recipient, not the subrecipient, responsible for compliance at the 
subrecipient level. This responsibility includes the required repayment of any federal financial 

188 Id.  
189 Id. at 25,516-17. 
190 Department of Health and Human Services, FY 2018 Announcement of Anticipated Availability of 
Funds for Family Planning Services Grants, 29 (Feb. 23, 2018), available at 
https://www.grants.gov/web/grants/view-opportunity.html?oppId=297943 (emphasis added).  
191 Id. at 49; see also 45 C.F.R. § 75.308. 
192 Id. 
193 45 C.F.R. § 75.352(d). 

 
48 

Case 3:19-cv-01184-EMC   Document 39-13   Filed 03/21/19   Page 49 of 97

https://www.grants.gov/web/grants/view-opportunity.html?oppId=297943


 

assistance because of the subrecipient's failure to comply with federal laws and regulations.”  194

If the Department wishes to ensure the monitoring of subrecipients, its primary means of doing 
so is to hold grantees accountable for adhering to grants management requirements relating to 
the oversight of subrecipients. Yet the Department does not explain whether it has attempted to 
do this or why it expects that using the existing enforcement tools will not suffice. The 
Department’s proposed “transparency” requirements, insofar as they no longer entrust the 
supervision of subrecipients to grantees, would tread on these carefully balanced roles and 
responsibilities and introduce confusion into the Title X program. A departure from this tradition 
and the GAO’s best practices would require a significant justification—something the 
Department fails to provide. 
 
When it comes to the oversight of subrecipients, the Department fails to show that Title X should 
be treated any differently than other grant programs. The Department may be tempted to rehash 
its unfounded speculation about the misuse of Title X funds to justify its proposed 
“transparency” requirements. But we refer the Department to our above discussion on the 
proposed requirements on the “appropriate use of funds.” Both there and here, the 
Department’s evidence is insufficient to transform its speculation into a valid basis for 
policy-making. 
 

2. The Department’s proposed regulatory text is unclear.  
 
We highlight for the Department a number of ways in which the regulatory text in this area is 
unclear, inconsistent, or otherwise in need of further explanation. As proposed, the 
Department’s “transparency” requirements fail to give recipients sufficient notice of their 
obligations under the Proposed Rule. In clarifying these issues, a reasoned justification should 
also be provided where the Department’s clarification reflects a policy choice for which the 
Proposed Rule fails to offer a justification or explanation. 
 

● In proposed section 59.5(13)(ii), the Department would require recipients to describe 
their collaboration with subrecipients, referral agencies and individuals, and “less formal 
partners within the community.” These “less formal partners,” however, are not 
mentioned in the other “transparency” requirements proposed at 59.5(13). Neither the 
Proposed Rule’s text nor its preamble clarify what types of collaborations would be 
characterized as “less formal partnerships” and therefore would be subject to this 
provision but not the others.  

 
● Although the preamble to the Proposed Rule would only require the submission of 

information pursuant to proposed section 59.5(13) at the application stage “to the extent 
secured at the time of application,” the regulatory text takes the form of an absolute 
requirement to report the information “in grant applications and all required reports.” The 

194 U.S. Government Accountability Office, A Guide for Roles and Responsibilities in Subrecipient Audits 
(Jan. 1, 1992), available at https://www.gao.gov/products/146971.  
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regulatory text should resolve this inconsistency to reflect the Department’s intended 
policy decision. 

 
● Proposed section 59.5(a)(13)(iii) would require projects to explain how they will ensure 

adequate oversight and accountability for the effectiveness of outcomes of those who 
serve as referrals for “ancillary or core services.” Yet the Department gives recipients no 
way to ascertain the distinction between ancillary and core services. It should do so. And 
in particular, it should address whether “ancillary” services, as opposed to “core” 
services, are services that could not be provided as a part of a Title X project. If so, the 
Department should clarify whether it intends to expand the responsibility of Title X 
projects to oversee the delivery of non-Title X services. The Department must also 
address the likely cost on recipients of performing this additional oversight, Title X 
projects’ lack of comparative expertise in supervising these types of services, and the 
potential deterrent effect on the participation of otherwise willing partners that help to 
deliver these services. Finally, the Department must provide its legal authority to require 
Title X projects to oversee non-Title X services. 

 
F. New Criteria for The Selection of Title X Grantees (§ 59.7). 

 
The Department proposes new criteria for the selection of Title X grantees, including new 
eligibility requirements. There are several issues with the proposed criteria. First, the new 
criteria have no basis in law. Second, the Department’s rationale for the implementation of the 
proposed criteria is deficient, and the Department fails to consider the harmful consequences 
that are likely to result. Finally, the Department’s proposed regulatory text is unclear and 
confusing. We therefore urge the Department to withdraw its proposed selection criteria.  
 

1. The Department’s new proposed criteria for the selection of Title X 
grantees lack a basis in law. 

 
The Department’s proposed section 59.7 would impose new eligibility requirements on Title X 
applications: “The Department  . . .  shall require each applicant to describe their plans for 
affirmative compliance with each provision [of the regulation].”  Under the Proposed Rule, an 195

application must meet this requirement before the Department would even review its merits: 
“Any grant applications that do not clearly address how the proposal will satisfy the 
requirements of this regulation shall not proceed to the competitive review process, but shall be 
deemed ineligible for funding.”  196

 
These proposed eligibility requirements would exceed the Secretary’s authority under the 
statute.  Title X authorizes the Secretary to “make grants to and enter into contracts with public 
or nonprofit private entities to assist in the establishment and operation of voluntary family 

195 83 Fed. Reg. at 25,530. 
196 Id. 
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planning projects.”   That authority, however, is not unconditional.  In a subsection titled 197

“factors determining awards,” the statute mandates that “[i]n making grants and contracts under 
this section the Secretary shall take into account” four statutory criteria: “the number of patients 
to be served, the extent to which family planning services are needed locally, the relative need 
of the applicant, and its capacity to make rapid and effective use of such assistance.”  The 198

statute also dictates that “[l]ocal and regional entities shall be assured the right to apply for 
direct grants and contracts under this section, and the Secretary shall by regulation fully provide 
for and protect such right.”   These conditions are not optional or discretionary.  “The word 199

‘shall’ generally imposes a nondiscretionary duty.”  Indeed, the Proposed Rule itself 200

recognizes “the statutory requirement that certain factors be considered.”   201

 
Thus, as the U.S. District Court for the District of Columbia recently concluded, Title X’s review 
criteria are not wholly committed to agency discretion; instead “Congress clearly laid out the 
purpose of Title X grants” in § 300(a), and the statute further “‘circumscribe[s] agency 
discretion,’” in the grantmaking process, “… by instructing the Secretary to consider” the four 
statutory factors in § 300(b).  In that case, as the court recognized, plaintiffs were “not claiming 202

that HHS failed to consider mandatory criteria.”   But, under the Proposed Rule, the 203

Department would do just that. “[I]t would be ‘standard judicial fare’ to evaluate the agency’s 
decisionmaking process to make sure that factors that the agency must ‘take into account’ are 
in fact considered.”  204

 
The proposed preemptive eligibility screening, however, would contravene this statutory 
requirement.  Interposing a new requirement for an application even to be eligible for 
consideration would impede rather than “assure[],” “provide for,” and “protect” the right to apply 
for Title X funding.   And subordinating the mandatory statutory criteria to a threshold 205

consideration of the Secretary’s choosing would contradict the obligation to “take into account” 
those criteria.  Simply put, the proposed rule would allow the Secretary to reject an application 
without considering the statutory criteria.  The plain terms of the statute do not permit him to do 
so.  “Where a statute’s language carries a plain meaning, the duty of an administrative agency 

197 42 U.S.C. § 300(a).  
198 Id. § 300(b) (emphasis added). 
199 Id. (emphasis added). 
200 SAS Inst., Inc. v. Iancu, 138 S. Ct. 1348, 1354 (2018); see also Murphy v. Smith, 138 S. Ct. 784, 787 
(2018) (“[T]he word ‘shall’ usually creates a mandate, not a liberty … .”). 
201  83 Fed. Reg. at 25,511. 
202 Planned Parenthood of Wisconsin, Inc. v. Azar, -- F.3d --, 2018 WL 3432718, at *5 (D.D.C. July 16, 
2018) (quoting Lincoln v. Vigil, 508 U.S. 182, 193 (1993)); see also Delta Air Lines, Inc. v. Exp.-Imp. Bank 
of the U.S., 718 F.3d 974, 977 (D.C. Cir. 2013) (holding statutory command that bank “shall take into 
account” identifies factors that the Bank must consider and was subject to judicial review). 
203 Planned Parenthood of Wisconsin, 2018 WL 3432718, at *5. 
204 Id. at *13 (quoting Delta Air Lines, 718 F.3d at 977). 
205 42 U.S.C. § 300(b).  
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is to follow its commands as written, not to supplant those commands with others it may prefer.”
 206

 
In addition to the new threshold eligibility review, the proposed rule would alter the review 
criteria used for almost 50 years. The specific changes to the criteria are largely redundant of 
the mandatory statutory factors or the current regulatory ones. They therefore burden Title X 
programs unnecessarily. And to the extent the review criteria are not redundant, they are 
inconsistent with the text and purpose of Title X: 
 

● Proposed Section 59.7(c)(1) is wholly unnecessary.  Considering “[t]he degree to which 
the applicant’s project plan adheres to the Title X statutory purpose and goals” is already 
encompassed and required by the current Section 59.7(a)(7) (“The degree to which the 
project plan adequately provides for the requirements set forth in these regulations.”). 

 
● Proposed Section 59.7(c)(2) contradicts the aim of Title X.  Both “the relative need of the 

applicant” and the “capacity to make rapid and effective use of grant funds” are 
statutorily mandated considerations already included in the current regulations.   But it 207

contradicts the statutory text and purpose to “especially” prioritize a program’s capacity 
to use grant funds “among a broad range of partners and diverse subrecipients and 
referral individuals and organizations, and among non-traditional Title X partnering 
organizations” when considering this factor.   For reasons described elsewhere, 208

Congress did not intend to prioritize having a “broad” or “diverse” group of Title X 
providers over maximizing the reproductive health care offered to Title X beneficiaries. 
Giving special priority to nontraditional Title X providers is especially problematic 
because “traditional” Title X providers are likely to be those who have spent the most 
time and effort developing programs in compliance with Title X’s health care goals and 
requirements, some of them for 40 years or more.  These established programs are best 
able to rapidly and effectively make use of grant funds, a factor the Secretary of the 
Department must consider under the statute.  To the extent having broad, diverse, and 
nontraditional partners is emphasized over a program’s ability to “make rapid and 
effective use of grant funds,” the proposed rule contradicts the statute. 

 
● Proposed Section 59.7(c)(3) is both redundant and contrary to the statutory text.  To the 

extent it requires the Secretary to consider “the degree to which the applicant takes into 
account the number of patients to be served,” it is redundant of the statutory text and 
current regulations.   But while the current regulations emphasize, “in particular, the 209

206 Iancu, 138 S. Ct. at 1355; see also Murphy, 138 S. Ct. at 787-88 (“If Congress had wished to afford … 
more discretion in this area, it could have easily substituted ‘may’ for ‘shall.’ ... But Congress didn’t 
choose those other words. And respect for Congress’s prerogatives as policymaker means carefully 
attending to the words it chose rather than replacing them with others of our own.”). 
207 See 42 U.S.C. § 300(b).  
208 83 Fed. Reg. at 25,517.  
209 See 42 U.S.C. § 300(b); 42 C.F.R. § 59.7(a)(1).  
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number of low-income patients to be served,” the proposed rule would instead 
emphasize “targeting areas that are more sparsely populated and/or places in which 
there are not adequate family planning services available.”  To the extent sparsely 210

populated and inadequately served areas are also low income, the current regulation 
addresses this concern; to the extent they are not, there is no indication Congress 
wanted Title X funds to serve high-income but sparsely populated areas over, for 
example, densely populated but low-income areas.  Certainly, there are many sparsely 
populated or underserved areas that would benefit from Title X funds, but the proposed 
rule contradicts Title X’s express requirement that the Secretary consider “the number of 
patients to be served” by emphasizing those particular areas over programs that can 
serve a higher number of people with low incomes. 

 
● Proposed Section 59.7(c)(4) is redundant to the extent it considers how “family planning 

services are needed locally,” a consideration in current Section 59.7(a)(2).  It risks 
contradicting the statutory purpose, however, by prioritizing “innovative ways to provide 
services to unserved or underserved patients.”  As stated above, many Title X programs 
have existed for decades; although these programs always strive to serve more patients 
in the best ways possible, prioritizing applicants who “propose innovative ways” would 
discriminate against established programs that are best positioned to carry out Title X’s 
health care goals for the broadest populations. 

 
Finally, the Proposed Rule would remove current factors that further Title X’s purpose: (1) the 
number of low-income patients to be served, (2) the adequacy of the applicant’s facilities and 
staff, and (2) the relative availability of nonfederal resources within the community to be served 
and the degree to which those resources are committed to the project.  The Proposed Rule 211

nowhere explains why these factors are being removed.  But because Title X projects have 
been applying for funding with these factors in mind for decades, removing them imposes a 
burden that requires explanation.  At a minimum, the Department must explain why failing to 
consider the low-income patients served, the adequacy of the facilities and staff, and the relative 
availability of other resources to fund projects forwards Title X’s text and mission.  
 

2. The Department’s proffered justification for updating the selection criteria  
is insufficient. 

 
The Department’s policy explanations fail to justify the new criteria.  To begin, this change would 
impose considerable burdens on Title X applicants.  The evaluation criteria in the current 
regulation, which sets forth seven factors for the Department to consider in order to effect its 
statutory obligation, has remained unchanged since the very beginning of the Title X program.  212

In addition, since 1990, the Department has annually issued a Funding Opportunity 
Announcement that solicits grant applications and lays out the requirements for applications; 

210 83 Fed. Reg. at 25,517.  
211 See 42 C.F.R. § 59.7(a)(1), (5), (6). 
212 See 36 Fed. Reg. at 18,466-18,467 (nearly identical criteria in 1971 regulations). 
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these criteria have always closely tracked the seven criteria in the current regulations, with only 
some additional explanatory text changing over the years.  Because of this, Title X 
programs—for years—have applied for funds and indeed specifically been designed to comply 
with and compete for funds under the current selection criteria.  Changing the criteria would 
burden the very programs Title X was designed to create, and without significant purpose.  
 
The Department’s policy goals do not justify this burden. First, the Department proposes to 
change the review criteria to “better achieve the statutory requirements and goals of Title X.”  213

More specifically, the Department believes the grant criteria “need to be updated to more fully 
ensure that successful applications both meet the statutory requirements of the Title X program 
and are adequately responsive to the statutory goals and purposes of the Title X program.”  214

But it is not clear why.  The Proposed Rule does not say what deficiency in the current criteria it 
would cure.  At a minimum, the Department needs to justify burdening Title X applicants with 
revised and additional criteria by explaining why the current criteria are insufficient.  
 
If “the statutory requirements and goals of Title X” means nothing more than compliance with 
Section 1008’s abortion prohibition,  these changes are overbroad and unnecessary.  The 215

Department does not explain why enforcing Section 1008 requires burdening programs with 
new review criteria or why it cannot consider Section 1008 within the current regulations.  To the 
contrary, the Department says that the current regulations “give HHS significant flexibility in 
determining awards” and “discretion to vary the weighting of the criteria in its competitions.”  216

The Department therefore need not alter the selection criteria in order to ensure that successful 
applicants meet the statutory requirements and goals—it merely needs to properly exercise its 
flexibility and discretion in selecting programs, at no additional burden to applicants.  To burden 
applicants with revised criteria and to impose a threshold eligibility requirement that decreases 
the Department’s flexibility by requiring it to reject certain applications without merits review 
would be arbitrary and capricious. 
 
Second, diversity, competition, rigor, and “quality” do not justify the changed criteria or new 
eligibility review.  Again, the Department does not suggest the Proposed Rule is necessary to 
effectuate these goals.  Just the opposite, the Department recognizes that these goals are 
“permissible under the existing regulations.”  If the Department can achieve its goals under the 217

current regime, it would be arbitrary, capricious, and contrary the statute’s purpose to instead 
impose additional burdens on the programs that are the very goal of Title X.  At a minimum, 
more explanation is needed.  Most obviously, the Department must explain what it considers 
“quality” applications and why the current regulations are insufficient to ensure it receives them. 
To the contrary, we are confident that quality applicants are already chosen and funded.  These 
new criteria would impose additional administrative burdens on those programs and, ultimately, 

213 83 Fed. Reg. at 25,517. 
214 83 Fed. Reg. at 25,511.  
215 See 83 Fed. Reg. 25,517 (“in particular section 1008”). 
216 Id.  
217 83 Fed. Reg. at 25,511. 
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may well divert funding away from them.  The Department must explain how this advances Title 
X’s text and purpose.  
 

3. The Department fails to consider the harms that are likely to result from its 
proposed selection criteria.  

 
On top of offering a defective justification for the proposed selection criteria, the Department 
fails to assess its likely consequences for the Title X provider network and, therefore, for the 
public health. Under the new criteria, which are clearly designed to redirect Title X funds to new 
applicants, the Department may divert funding away from Title X recipients that have for 
decades successfully delivered services under the program. If, appealing to its vague notions of 
diversity, quality, “holistic” health, and “non-traditional” partnerships, the Department replaces 
experienced providers of high-quality reproductive health care with other organizations, as we 
explain above, there is likely to be a reduction in access to a broad range of family planning 
methods and services with attendant negative impacts on health outcomes and population 
health, falling most heavily on the people that the Title X program is designed to serve. As we 
explain in greater detail above,  Planned Parenthood and other reproductive-health focused 218

providers play an outsized role in serving Title X patients. These providers are also more likely 
than other types of providers to offer a broad range of quality family planning services. If these 
providers are forced to exit the program, the Department would, in many communities, find it 
difficult or impossible to identify alternative entities that are able to serve the same volume of 
patients with the same range of services at the same level of care. Forced to delay or forgo 
basic preventive services as a result, many patients that previously were able to access Title 
X-funded care from Planned Parenthood or other reproductive health-focused providers would 
experience adverse health consequences, including unintended pregnancies, undetected STDs, 
and other poor health outcomes. This would create costs for patients, the health care system, 
and the public. 
 

4. The Department’s proposed regulatory text is unclear.  
 
In proposing these new selection criteria, the Department advances regulatory text that is 
unclear and confusing. These criteria, as proposed, would fail to give applicants a sufficient 
understanding of whether and how to apply for Title X funds. They also would provide 
insufficient guidance to independent review panelists who are tasked with scoring applications 
based on the regulatory criteria. In clarifying the criteria, a reasoned justification should be 
provided where the Department’s clarification reflects a policy choice for which the Proposed 
Rule fails to offer a justification or explanation. 
 

● In its proposed revisions to section 59.7, the Department provides that it will look at an 
“applicant’s capacity to make rapid and effective use of grant funds, including and 
especially . . . among non-traditional Title X partnering organizations.” But no attempt is 

218 See supra, p.15. 
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made in the Proposed Rule to define or give examples of “non-traditional” partners. 
Moreover, the meaning of “non-traditional” is likely to shift over time: what is 
“non-traditional” one day may well be considered “traditional” later on. This evolution of 
what counts as “non-traditional” creates a moving target for grant applicants and would 
confuse independent review panelists.  

 
● In proposed section 59.7(b), the Department suggests that it will “explicitly summarize 

each provision of the regulation (or include the entire regulation) within the Funding 
Announcement, and shall require each applicant to describe their plans for affirmative 
compliance with each provision.” Yet, as the Department is aware, many provisions in 
the “regulation,” including proposed section 59.7 itself, do not place obligations on 
non-federal entities but rather direct the Department’s own conduct. To ask applicants to 
address these parts of the Title X regulations in their applications would be confusing 
and unnecessary. 

 
● While proposed section 59.7(c)(1) instructs the Department to look at an applicant’s 

adherence to the “statutory and regulatory requirements,” including the abortion 
prohibition, under proposed section 59.7(c), only an application that is already “deemed 
compliant” could advance to the competitive grant review process in the first place. In 
other words, it is not at all apparent that 59.7(c)(1)’s “statutory and regulatory 
requirements” criterion does anything at all. The Department should clarify whether the 
Department will be seeking different information in both stages of the process, and if not, 
its justification for duplicating this regulatory hurdle.  

 
G. Assurance for Compliance with Abortion-Related Prohibitions (§59.13). 

 
The Department proposes to require applications to provide assurance that they will adhere to 
the abortion-related requirements in the statute and proposed regulations. The Department 
provides almost no explanation for this requirement and, moreover, the proposed regulatory text 
is unclear. Thus, we urge the Department to withdraw its proposed required assurance.  
 

1. The Department fails to explain why its proposed assurance for 
compliance with abortion-related prohibitions is necessary.  

 
The Department asserts that the proposed required assurance is necessary for the Department 
to obtain, at the application stage, information relevant to determining whether a program or 
project will comply with section 1008.  It also claims that the current regulations do not provide 219

sufficient guidance to ensure that Title X projects comply with abortion-related restrictions in 
Title X.   220

 

219 83 Fed. Reg. at 25,517-19. 
220 Id. 
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The Department’s policy rationale, however, falls short of justifying its proposal. First, contrary to 
the Department’s conclusion, it is clear that the proposed assurance is not necessary for 
obtaining information on a project’s compliance with section 1008. For example, current section 
59.7(a)(7) already instructs applicants to demonstrate “[t]he degree to which the project plan 
adequately provides for the requirements set forth in these regulations.”  Nor is the assurance 221

needed to give “guidance” to applicants about their obligations under the statute or regulations. 
Guidance about the applicability of Title X’s abortion-related restrictions is already available to 
applicants via the Title X Funding Opportunity Announcement,  the statute,  the current 222 223

regulations,  and in Department-issued guidance documents.  The Department does not say 224 225

what is missing from the current regime. 
 
Moreover, even if we accepted as legitimate the Department’s stated need for additional 
information about an entity’s plan to comply with Title X requirements, the proposed assurance 
adds nothing to the Proposed Rule’s scheme. For instance, under proposed sections 
59.7(b)-(c), applications would be deemed ineligible for funding if they do not describe how they 
would “affirmative[ly]” comply with each provision of the regulation. And under proposed section 
59.7(c)(1), applications would be judged based on the extent to which their project plans “meet 
all of the statutory and regulatory requirements and restrictions, and where none of the funds . . 
. shall be used in programs where abortion is a method of family planning.” Given these 
proposed provisions, the Department would already receive considerable information from 
applicants about their ability and willingness to comply with Title X’s requirements related to 
abortion. The Department does not explain why its proposed assurance is not redundant.  
 

2. The Department’s proposed regulatory text is unclear.  
 
The regulatory text of proposed section 59.13 is unclear. Both the operative text and the 
preamble to the Proposed Rule provide that each project would be required to provide 
assurance satisfactory to the Department that, “as a Title X grantee, it does not provide abortion 
and does not include abortion as a method of family planning.” To interpret this proposal, we 
refer back to the Department’s proposed definitions at 59.2, which provide that “[g]rantee means 

221 42 C.F.R. § 59.7(a)(7). 
222 Department of Health and Human Services, FY 2018 Announcement of Anticipated Availability of 
Funds for Family Planning Services Grants, 8 (Feb. 23, 2018), available at 
https://www.grants.gov/web/grants/view-opportunity.html?oppId=297943 (“Section 1008 of the Act, as 
amended, stipulates, “None of the funds appropriated under this title shall be used in programs where 
abortion is a method of family planning.”). 
223 42 U.S.C. § 300a–6. 
224 42 C.F.R. § 59.5 (“Each project supported under this part must . . . [n]ot provide abortion as a method 
of family planning.”). 
225 Office of Population Affairs, Program Requirements for Title X Funded Family Planning Projects, 11 
(Apr. 2014), available at 
https://www.hhs.gov/opa/sites/default/files/Title-X-2014-Program-Requirements.pdf (“Title X grantees and 
sub-recipients must be in full compliance with Section 1008 of the Title X statute and 42 CFR 59.5(a)(5), 
which prohibit abortion as a method of family planning.”). 
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the entity that receives Federal financial assistance by means of a grant.” “Grantee,” in this 
sense, must be distinguished from the “project,” which is the subset of activities performed by 
the grantee to “satisfy the requirements of the grant,” and which would be subject to section 
1008 and the Department’s regulations. The text appears to elide this distinction. If the 
Department construes section 1008 and its proposed regulations to constrain all the activities of 
a grantee organization, the Department must squarely address this and provide both a legal 
basis and reasoned justification for its interpretation. Without clarification, proposed section 
59.13, as currently presented, creates confusion and fails to give applicants a sufficient 
understanding of whether and how to apply for Title X funds. 
 

H. Revised Definition of “Low Income Family” (§ 59.2). 
 
The Department proposes to add to and revise the definitions in the Title X regulations. In doing 
so, the Department proposes to revise the definition of “low income family” in order to grant 
eligibility for free Title X funded-services to women with employer-based health coverage whose 
employers have denied them coverage for contraception for moral or religious reasons. There 
are a number of problems with the Department’s proposed change. First, the Department’s 
proposed re-definition of “low income family” lacks a basis in law. Second, the Department’s 
justification for its proposed change is inadequate. Finally, the regulatory text that the 
Department advances to effect its policy goal is insufficiently clear. We therefore urge the 
Department to withdraw its proposed revisions to the Title X regulations’ definitions. 
 

1. The Department’s proposed revisions to the definitions in the  
Title X regulations lack a basis in law. 

 
The proposed rule would expand the definition of “low income family” in Section 59.2 to include, 
“[w]ith respect to contraceptive services, a woman … [who] has health insurance coverage 
through an employer which does not provide the contraceptive services sought by the woman 
because it has a sincerely held religious or moral objection to providing such coverage.”   This 226

definition would shift the burden of providing contraceptive services from certain employers and 
insurance companies to already overburdened Title X programs that, by statute, should focus 
on care of women with low incomes.  To the extent women are already members of families 
whose annual income falls below the Department’s poverty guidelines, the definition does 
nothing; its only effect is therefore to empower employers and insurance companies to shift the 
cost of contraceptive services for high-income workers to Title X programs. 
 
Defining “low-income family” in this way contradicts the Secretary’s statutory authority.  The 
statute requires that a “grant may be made … only upon assurance satisfactory to the Secretary 
that priority will be given in such project or program to the furnishing of such services to persons 
from low-income families.”  The statute states that “the term ‘low-income family’ shall be 227

226  83 Fed. Reg. at 25,530. 
227 42 U.S.C. § 300a-4(c).  
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defined by the Secretary in accordance with such criteria as he may prescribe so as to insure 
that economic status shall not be a deterrent to participation in the programs assisted under this 
subchapter.”  The Secretary, therefore, only has the authority to define the term low-income 228

family “in order to” ensure that economic status does not deter participation in Title X programs. 
 That phrase—“so as to insure that economic status shall not be a deterrent”—imposes a 229

limiting factor on the criteria that the Secretary “may prescribe.”  The current definition of 230

“low-income family,” for example, requires unemancipated minors to be considered on the basis 
of their own resources to ensure that their economic status, which is distinct from their parents’ 
or family’s, does not deter participation—a definition manifestly imposed so as to ensure 
economic status does not deter such a minor from participating in the program.  
 
That the “so as” phrase limits the Secretary’s authority is clear as a matter of statutory 
interpretation.  Compare, for example, 18 U.S.C. § 3553(e), which prescribes a federal district 
court’s ability to impose a below-minimum sentence: “the court shall have the authority to 
impose a sentence below a level established by statute as a minimum sentence so as to reflect 
a defendant’s substantial assistance in the investigation or prosecution of another person who 
has committed an offense.”  That provision does not permit a court to impose a 231

below-minimum sentence for reasons other than substantial assistance.  The First Circuit Court 
of Appeals has made this clear, with analysis equally applicable here: 
 

[S]ection 3553(e) manifests an obvious purpose: once the government moves for           
a sentence below the statutory minimum pursuant to section 3553(e), the court            
has discretion to sentence below that minimum in a manner that reflects the             
nature and extent of the substantial assistance provided by the defendant—no           
more, no less. This construction is supported most clearly in the text by the              
placement of the limiting phrase “so as to reflect a defendant’s substantial            
assistance,” which is attached to the main clause that grants the court its             
authority to impose a sentence below the statutory minimum. From this           
placement, the only logical conclusion is that the authority granted is limited            
thereby. Thus, the statute opens the door for a departure below the otherwise             
applicable mandatory minimum—but only those reasons related to the nature          
and extent of the defendant’s substantial assistance can figure into the ensuing            
sentencing calculus.  232

228 42 U.S.C. § 300a-4(c).  
229 Webster’s New World College Dictionary (4th ed. 2007).  
230 42 U.S.C. § 300a-4(c).  
231 18 U.S.C. § 3553(e).  
232 United States v. Ahlers, 305 F.3d 54, 60 (1st Cir. 2002); see also United States v. Hicks, 980 F.2d 963, 
972 (5th Cir. 1992) (interpreting the crime “‘intimidating’ members of a flight crew ‘so as to interfere with’ 
the performance of their duties” to prohibit “only intimidating acts or words that actually interfere with a 
crew member’s duties”). 
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The same is true here: the Secretary has discretion to define “low-income family” in a manner 
that ensures the economic status shall not be a deterrent to participation—no more, no less.  233

Here, as there, the limiting phrase is “attached to the main clause that grants” the Secretary the 
authority to define “low-income family” and therefore “is limited thereby.”  Indeed, that is “the 234

only logical conclusion.”  235

 
The Proposed Rule reveals, however, that “insur[ing] that economic status shall not be a 
deterrent to participation in the programs”  is not the Secretary’s motivation with the proposed 236

rule.  Indeed, program participants are not the motivation at all.  This change, the Proposed 
Rule says, “would preserve conscience protections for entities and individuals whose health 
plans are subject to a mandate of contraceptive coverage through guidance issued pursuant to 
the Patient Protection and Affordable Care Act, while providing free or low-cost family planning 
services for such women at risk of unintended pregnancy or who otherwise desire 
comprehensive, holistic, family planning services.”  But Congress did not authorize the 237

Secretary to define “low-income families” so as to “preserve conscience protections” for 
employers and insurance companies.  Instead, under the statute, “only those reasons related to” 
ensuring that economic status does not deter participants “can figure into” the Secretary’s 
definition of “low-income family.”  Because the proposed definition considers other 238

reasons—and does not consider the only statutorily authorized reason—it contradicts the 
Secretary’s statutory authority.  
 
It also contradicts the purpose of Title X.  That Congress intends the Secretary to define 
“low-income family” to prioritize actual families with low incomes, rather than to burden Title X 
projects with the contraceptive-services costs of businesses with purported conscience 
objections, is clear from the legislative history, which emphasizes repeatedly that the primary 
purpose of the Act is to aid low-income families.  On multiple occasions Congress noted that 
even though there are other groups that could be aided by Title X funding, it is more important 
that the funding go to low-income families.  For example, the Senate Report notes that 
“[p]roblems of unwanted children do not occur only in low income and less educated families in 
this country, but the consequences are greater in this group because of the accumulation of 
difficulties this condition imposes upon the poor.”  In passing the bill, Congress emphasized 239

that “this legislation is a definite congressional mandate in support of family planning services 
for low-income families.”  240

 

233 Ahlers, 305 F.3d at 60.  
234 Id.  
235 Id. 
236 42 U.S.C. § 300a-4(c). 
237 83 Fed. Reg. at 25,514.  
238 Ahlers, 305 F.3d at 60. 
239 S. Rep. No. 91-1004, at *9 (1970); see also H. Rep. No. 91-1472, at *7 (“The difficulty which individual 
couples confront in achieving their desired family size is not limited to low-income families, although it is 
made much more acute for them by their lack of access to information and medical services.”). 
240 116 Cong. Rec. H10276-302, H12081 (1970) (statement of Rep. Bush). 
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The legislative history also details why Title X gives “priority” to low-income families.  For 
example, the House Report notes that “[n]inety percent of the approximately 4,000 nonprofit 
general care hospitals in the United States in which low-income mothers deliver babies offer no 
family planning programs at all”; and that “[o]f the estimated 5 million medically indigent women 
who could probably use subsidized family planning services, if available, only one out of four 
now receive them.”  The hearings also emphasized the important link between contraception 241

and low-income families, noting that “[o]nly 28 percent of the poor used any [] form of 
contraception, compared to 85 percent of the upper-and middle-income groups.”  From these 242

discussions of the “low-income” family (“5 million medically indigent women’) or (“28 percent of 
the poor”), it is clear that Congress had a particular group of individuals in mind that it 
considered part of “low-income” families.  
 
Shifting the costs of contraceptive services from businesses and insurance companies with 
purported conscience objections to already overburdened Title X providers would therefore 
contravene the text and purpose of Title X. 
 

2. The Department’s justification for its proposed revisions to the definitions 
is inadequate. 

 
In proposing to expand eligibility for free services under Title X, the Department takes as its 
purpose “provid[ing] free or low-cost family planning services for women at risk of unintended 
pregnancy or who otherwise desire it.” Although Planned Parenthood shares the Department’s 
motivation, we must warn that the Proposed Rule’s approach will not only fail to accomplish this 
objective, but will also harm Title X patients and impose unacknowledged costs on Title 
X-funded providers.  
 
First, the Department fails to consider any data or evidence in its conclusion that the Title 
X-funded network of providers will be able to absorb this new patient population and fails to 
address whether this would affect service availability for patients who are uninsured or have low 
incomes. It is well-documented that existing resource constraints make it impossible for Title X 
providers to meet the needs of women of reproductive age in need, let alone to serve women 
that otherwise would not be eligible to receive free or discounted services through Title X. A 
study authored by researchers from the Centers for Disease Control and Prevention and the 
Office of Population Affairs concluded that, based on state Medicaid expansion plans, 
“approximately $737 million would be needed to provide [Title X] family planning services to all 
uninsured low-income women of reproductive age in the United States.”  By contrast, in fiscal 243

241 H. Rep. No. 91-1472, at *7.  
242 Family Planning and Population Research, Senate Hearings at 68 (statements of Alan F. Guttmacher, 
M.D., President Planned Parenthood-World Population, and Joseph D. Beasley, M.D., Director, Center for 
Population and Family Studies, Tulane University).  
243 August, E. M. PhD, MPH, et al., “Projecting the Unmet Need and Costs for Contraception Services 
After the Affordable Care Act,” Am J Public Health (Feb. 2016), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4985850/.  
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year 2018, Title X is funded at $286 million, less than half that level.  Surprisingly, the 244

Department fails to offer data, evidence, or even a prediction of how many women would 
become newly eligible for free services under its proposal. For this reason, we are unable to 
estimate its full impact. It seems clear based on funding constraints alone, however, that the 
Department’s proposal would not solve the problem that is created by employer exemptions to 
the contraceptive coverage mandate. And, to the extent that such women, regardless of income, 
are able to obtain Title X-funded services for free from a nearby Title  X service site, this would 
reduce the capacity of Title X-funded providers to see the statutorily intended beneficiaries of 
the Title X program: low-income, uninsured patients. The Department, again, makes no attempt 
to estimate this effect. We remind the Department that the statute require Titles X projects to 
prioritize the provision of services to individuals from low income families.   245

 
Similarly, the Department fails to consider that access to Title X-funded services is not a 
one-to-one replacement for birth control coverage. While employer-sponsored coverage may be 
used to obtain care from a variety of providers, Title X is a grant program that funds particular 
health center locations. Women whose employers deny them coverage for contraception may 
not reside in proximity to a Title X provider. This would make the Department’s proposed 
changes to Title X irrelevant to their ability to access needed contraceptive care. The 
Department does not provide evidence or data to the contrary.  
 
Finally, the Department does not discuss the effect of this new eligibility category on the 
operations of Title X projects and any corresponding costs. For example, the Department does 
not explain how patients are to go about “proving” that they have been denied contraceptive 
coverage by their employer. Planned Parenthood affiliates report that any type of new 
“verification” activity on the part of Title X projects would be particularly cumbersome. It would 
also clearly imply new costs, which the Department does not address. The Department, 
moreover, does not explain whether newly eligible patients would be able to obtain other 
services (e.g., STD testing or Pap test) during a contraceptive visit and whether these services, 
too, would be free. If so, the Department should acknowledge this as an additional cost on Title 
X projects. If not, the Department would need to provide guidance to Title X-funded providers 
about how projects are to appropriately separate which components may be charged to the 
project, which components must be billed to insurance under the current regulations, how Title 
X projects are to clearly communicate this to patients, and how family planning encounters such 
as these are to be reported for the purposes of the Family Planning Annual Report. Moreover, 
the implementation of these protocols would require training, additional staff time, and revised 
reporting instruments, all of which would impose new costs on Title X projects that the 
Department entirely ignores in the Proposed Rule.  
 

3. The Department’s proposed regulatory text is unclear.  

244 Congressional Research Service, Family Planning Program Under Title X of the Public Health Service 
Act (Apr. 27, 2018), available at https://fas.org/sgp/crs/misc/R45181.pdf.  
245 42 U.S.C. § 300a–4 (providing that “priority will be given in such project or program to the furnishing of 
such services to persons from low-income families”). 
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Because the proposed regulatory text is unclear, we believe the Department’s proposed 
re-definition of “low income family” fails to provide sufficient notice to recipients as to their 
obligations under the Proposed Rule. In clarifying the proposed revision, a reasoned justification 
should be provided where the Department’s clarification reflects a policy choice for which the 
Proposed Rule fails to offer a justification or explanation. 
 

● According to the preamble to the Proposed Rule, the Department’s re-definition of “low 
income family” is intended to “provid[e] free or low-cost family planning services” for 
women whose employers refuse to provide coverage for contraception because of a 
religious or moral objection. Yet the proposed regulatory text, which provides that a 
woman denied employer-sponsored coverage for birth control “can be considered from a 
low income family,” would almost certainly give these women access to free Title 
X-funded services. That is because current section 59.5(a)(7) provides, in part, that “no 
charge will be made for services provided to any persons from a low-income family.” The 
Department should clarify what it intends. And, in particular, if the Department believes 
some of the newly eligible women would only be able to access “low-cost” but not free 
services, the Department must address the myriad questions this would raise (e.g., the 
design and implementation of a separate schedule of discounts that is not based on 
income, the new costs associated with altering protocols and training staff, the manner in 
which such encounters would be reported for the purposes of the Family Planning 
Annual Report, and so on). 

 
● The Department’s proposed regulatory text refers to “women” that have 

employer-sponsored coverage and are denied coverage for contraception because of an 
employer’s religious or moral objection. This gender-specificity, however, may have 
unintended consequences. For example, individuals that do not identify as women but 
are able to become pregnant, including some transgender men, would appear to be 
excluded from receiving services under the proposed definition. Similarly, the 
Department should clarify the applicability of this definition where a man is the 
policyholder for employer-sponsored coverage used by one or more dependents who 
may be women or other individuals that are capable of getting pregnant that are 
consequently denied coverage for contraception.  

 
● Under the proposed regulatory text, newly-eligible women “can” be considered from a 

low income family. This gives rise to the impression that making Title X-funded services 
available for this population is optional. By contrast, the preamble to the Proposed Rule 
implies that this would be a new requirement on Title X projects. The Department should 
address this inconsistency and provide a reasoned justification for its decision. If the 
revised definition is intended to be permissive, the Department should revisit its 
purported justification. In that case, the Department certainly would not be able to claim 
that giving under-resourced Title X service sites the option to provide free care to more 
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people will result in expanded services for women whose employer-sponsored insurance 
excludes contraceptive coverage.  

 
I. Changes to Required Services Under Title X (§ 59.5). 

 
Title X requires family planning projects to “offer a broad range of acceptable and effective 
family planning methods and services (including natural family planning methods, infertility 
services, and services for adolescents).”   Under the current section 59.5, which sets forth the 246

regulatory “requirements [that] must be met by a family planning project,” a Title X project must 
“[p]rovide a broad range of acceptable and effective medically approved family planning 
methods (including natural family planning methods) and services (including infertility services 
and services for adolescents).”  The current regulation provides that single-method 247

organizations may still participate in Title X, provided they join projects that offer a broad range 
of family-planning services: “If an organization offers only a single method of family planning, it 
may participate as part of a project as long as the entire project offers a broad range of family 
planning services.” 

The proposed rule would make the following changes to current section 59.5(a)(1): 

Provide a broad range of acceptable and effective medically approved family           
planning methods (including contraceptives, natural family planning methods,        
and other fertility-awareness based methods) and services (including infertility         
services, including adoption, and services for adolescents). Such projects are not           
required to provide every acceptable and effective family planning method or           
service. If an organization offers A participating entity may offer only a single             
method or a limited number of methods of family planning, it may participate as              
part of a project as long as the entire project offers a broad range of family                
planning methods and services. 

This proposal is contrary to congressional intent, insufficiently justified, and unclear and 
ambiguous.  We therefore urge the Department not to make the proposed changes. 

1. The proposed rule would permit Title X programs that offer no  
contraceptives, at odds with congressional intent. 

  
Consistent with the text and legislative history of the statute, Title X programs must provide a 
broad range of contraceptive methods.  The Proposed Rule, however, would permit Title X 
projects that provide nearly no contraceptives, or even none at all.  That is because if Title X 
“projects are not required to provide every acceptable and effective family planning method or 
service” to satisfy the requirement that they offer “a broad range of family planning methods and 
services,” then the Department could consider a project’s range of methods and services to be 

246 42 U.S.C. § 300(a). 
247 42 C.F.R. § 59.5(a)(1).  
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sufficiently “broad” even with limited or no contraceptive methods.  For example, a project that 
provides only “fertility awareness based methods,” “sexual risk avoidance (or avoiding sex),” 
“natural family planning services, infertility services, and services for adolescents”  could well 248

be deemed by the Department to provide “a broad range of family planning methods and 
services” under the proposed rule—despite offering no contraceptives whatsoever.  

This possibility conflicts with the plain language of the Title X statute and its legislative history. 
When Congress first enacted Title X in 1970, it authorized the then-Department of Health, 
Education and Welfare “to assist in the establishment of family planning projects that offer a 
broad range of family planning methods, including the provision of prescription and 
nonprescription contraceptive drugs and devices.”  This language is not ambiguous.  It makes 249

clear that the requirement that a Title X project provide a “broad range” of family planning 
methods includes a variety of contraceptive methods and does not simply mean just one 
method of contraception. 

Title X’s legislative history further highlights that offering a range of contraceptive care has 
always been a central aspect of the program.  The legislative history repeatedly describes a 
variety of contraceptive methods to be offered through Title X projects.  To give just a few 
examples, the Senate committee report said that the bill would help those who “have unwanted 
children because of the lack of safe and fool-proof methods of contraception.”   The Senate 250

report also described oral contraceptives and the IUD as “the two major innovations in 
contraceptive methods of the last decade,” and framed Title X’s purpose as serving the 
“medically indigent[,]” who were forced to do without such contraception “or to rely heavily on 
the least effective nonmedical techniques for fertility control.”  Indeed, legislative discussion of 251

Title X’s family-participation provision  presupposes that Title X programs will offer 252

contraceptive methods: “[T]he Committee believes that unmarried teenagers, where feasible, 
should be encouraged to involve their family in their decision about use of contraceptives.”   253

Requiring Title X programs to provide access to a broad range of contraceptive methods is also 
consistent with the Department’s own guidance. The Department’s current official program 
guidance, the Title X Program Requirements, indicates that Title X “is designed to provide 
contraceptive supplies and information to all who want and need them.”  And the Department’s 254

guidance document Providing Quality Family Planning Services, which sets forth nationally 
recognized standards for family planning care developed by the Department’s Office of 

248 83 Fed. Reg. at 25,516. 
249 Planned Parenthood Fed’n of Am., Inc. v. Heckler, 712 F.2d 650, 651-52 (D.C. Cir. 1983); see also id. 
at 664 (invalidating a regulation that “operates as a deterrent to teenage access to contraceptive services” 
as “undermining Title X’s goal of reducing the teenage pregnancy rate”).  
250 S. Rep. No. 91-1004, at *12 (1970).  
251 S. Rep. No. 91-1004, at 9-11 (1970).  
252 42 U.S.C. § 300(a). 
253 S. Rep. No. 29, 94th Cong., 1st Sess. 55 (1975); see also H.R. Rep. No. 158, 97th Cong., 1st Sess. 82 
(1981). 
254 HHS Office of Population Affairs, Program Requirements for Title X Funded Family Planning Projects 
(April 2014) at 5. 
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Population Affairs and the Centers for Disease Control and Prevention, emphasizes a 
patient-centered approach that, among other things, focuses on effective clinical care that offers 
the full range of FDA-approved contraceptives.  255

Nor is the proposed rule necessary.  The Proposed Rule states that it “would make it clear that, 
as contemplated by the statute, family planning is not limited to, or synonymous with, access to 
various methods of contraception, but includes a broader understanding of family planning 
methods and services,”  but that is already clear from the statute and current 256

regulations—both of which expressly identify “natural family planning methods” as a family 
planning method under the statute.   No revision is necessary to include natural family 257

planning methods under the statute, but the proposed rule would risk contravening 
congressional intent by allowing the exclusion of all or nearly all contraceptive methods. 

For these reasons, we urge the Department to clarify that, even if a Title X project need not 
provide every acceptable and effective family planning method or service, a project must 
provide a broad range of contraceptive methods. 

2. The Department provides an inadequate justification for allowing Title X  
projects to exclude methods and services of their choosing. 

 
Especially when considering the possibility that the Proposed Rule would permit Title X projects 
that offer no contraceptives, the justification for the proposed language that Title X “projects are 
not required to provide every acceptable and effective family planning method or service” is 
insufficient.  The Department states that Title X projects might find it undesirable to provide 
every acceptable and effective family planning method or service for a number of reasons, 
including cost, demand, staffing limitations, conscience objections, and the sheer number and 
technological diversity in methods now available.  That may be so, and it may even justify 
particular service sites or subrecipient organizations focusing on particular family planning 
methods rather than offering all of them. 

But this explanation cannot be squared with Title X’s express requirement and preference for 
projects that provide a broad range of family planning methods and services.  This proposed 
addition, in fact, states just the opposite: that a project that provides a narrower range of 
methods and services than it could—or than another project competing for the same funding—is 
just as good as one that provides a broader range.  But the Department’s grantmaking authority 
does not authorize this deviation from the statute: “The Secretary is authorized to make grants 
to and enter into contracts with public or nonprofit private entities to assist in the establishment 
and operation of voluntary family planning projects which shall offer a broad range of acceptable 
and effective family planning methods and services.”   The Proposed Rule would effectively 258

255 HHS, Providing Quality Family Planning Services: Recommendations of CDC and the U.S. Office of 
Population Affairs, https://www.cdc.gov/mmwr/preview/mmwrhtml/rr6304a1.htm. 
256 83 Fed. Reg. at 25,516. 
257 See 42 U.S.C. § 300(a); 42 C.F.R. § 59.5(a)(1). 
258 42 U.S.C. § 300(a).  
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abrogate this statutory requirement by stating, as a “requirement[] [that] must be met by a family 
planning project,” that Title X projects are not required to provide the broadest range of methods 
and services. 

This proposed change is particularly troubling because receiving Title X funds is extremely 
competitive.  As between two proposed projects, the statute plainly requires the Department to 
award Title X funds to the project that offers the broader range of methods and services (all else 
being equal).  But the Proposed Rule would seemingly permit the Department to deviate from 
that congressionally intended preference, and instead award funds to projects that offer 
narrower ranges of methods and services if the Department preferred them for other 
reasons—for example, for their emphasis on “sexual risk avoidance” as an method of family 
planning.  This statute does not contemplate or permit the Department to exercise its 
grantmaking authority in this way. 

Further, the Proposed Rule says that the proposed rule aims to clarify the inconsistent 
interpretations of “broad range of methods and services,” but it does no such thing.  In fact it 
would increase the confusion, muddying whether the Department will continue to prioritize—as it 
must under the law—projects that offer the broadest methods and services.  

We therefore urge the Department not to adopt its proposed changes. 

3. The Department does not justify including “adoption services” as a  
required infertility service under Title X. 

The proposed rule would revise current section 59.5 to require Title X programs to provide a 
broad range of methods “and services (including infertility services, including adoption, and 
services for adolescents).”  But the Department does not explain or justify this addition.  We are 
not aware of any definition of infertility services that includes adoption services, and this 
unexplained expansion is not in keeping with Title X’s public-health focus.  At a minimum, the 
Department must explain this change. 

In the Department’s comments in the Proposed Rule, the Department states that “Title X 
specifically identifies natural family planning, infertility services, and services for adolescents” as 
“mandatory for each Title X project.”   If that is so, and infertility services “includ[e] adoption,” 259

then the proposed rule may well be read to require Title X projects to provide adoption services. 
If that is what the Proposed Rule in fact intends, it is a sea change in current Title X program 
requirements that requires a great deal more attention and consideration.  If that is not what the 
Proposed Rule intends, then it must be clarified to eliminate the ambiguity.  And, even if the 
Proposed Rule does not intend to make adoption services mandatory, the Department must 
justify why adoption services are being added to section 59.5(a)(1) as a fertility service at all, 
since that is altogether unexplained in the Proposed Rule. 

4. The Department’s justification for removing the “medically approved”  

259 83 Fed. Reg. at 25,516.  
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language is flawed. 
 
The Proposed Rule would remove the requirement that Title X programs provide a broad range 
of medically approved acceptable and effective family planning methods and services. 

The justifications for this change are facially insufficient.  The Proposed Rule accurately 
observes that the phrase “medically approved” does not specify which “particular agency or 
accreditation body” must give approval —but a lack of specificity is no reason to eliminate the 260

requirement altogether.  Similarly, the Proposed Rule suggests “medically approved” may be 
redundant, since “[i]f a family planning method is, as required by the statute, ‘acceptable and 
effective,’ it is likely to be approved by at least some medical sources”—but that potential 
redundancy is no reason to permit a family planning method that is not medically approved, and 
for which this requirement is therefore not redundant, to qualify for Title X support.  The same 
argument applies to the NPRM’s observation that “[m]edical doctors and professional 
organizations can differ on which methods of health care they approve . . . based on differing 
areas of expertise, or differing views of the health care method” —which is certainly true, but 261

offers no reason to grant Title X support to the rare family planning method that no medical 
doctors or professional organizations approve. Finally, the Proposed Rule’s extended 
discussion of the scope of the FDA’s regulatory jurisdiction is a non sequitur, since the 
Proposed Rule itself has already acknowledged that the term “medically approved” does not 
require “that a family planning method be regulated, approved, or certified by any particular 
agency or accreditation body,” including the FDA. 

The Department’s only other justification for removing the “medically approved” requirement is 
its potential for confusion.  That language “may cause confusion about the type of family 
planning methods or services that a project may or should provide, and the type of approvals (if 
any) necessary before a Title X project can provide such method or service.” This is an abstract, 
hypothetical concern that the Department does not support with any evidence.  And the 
proposed solution—to rely exclusively on the phrase “acceptable and effective”—would do 
nothing to resolve even this hypothetical confusion, since that phrase too is undefined by the 
stature and is open to broader interpretations than “medically approved.” 

Finally, removing “medically approved” would send a harmful signal to Title X programs and 
recipients.  It would send the message that Title X is no longer concerned with its supported 
family planning methods being accepted within and approved by the broader medical 
communities.  Frankly put, removing “medically approved” sends the message that low-income 
patients who rely on Title X for care do not merit the medically approved treatments offered to 
higher-income patients.  The Department’s meager explanation for the change, most of which 
are internally inconsistent and deficient on their face, do not justify sending this message to the 
people Title X is meant to serve. 
 

260 83 Fed. Reg. at 25,515.  
261 Id. 

 
68 

Case 3:19-cv-01184-EMC   Document 39-13   Filed 03/21/19   Page 69 of 97



 

J. New Primary Care Requirements (§ 59.5). 
 
The Department proposes to add a new requirement that Title X service sites either directly 
provide primary care services or have a “robust referral linkage” with nearby primary care 
providers. We find the Department’s proposed primary care requirement problematic for several 
reasons. First, the Department fails to articulate any legal basis for its requirement. Second, the 
Department’s justification for its proposed requirement is inadequate. Finally, the regulatory text 
intended to implement the primary care requirement is unclear. For these reasons, we urge the 
Department to withdraw its proposed primary care requirement. 
 

1. The Department offers no legal basis for its proposed primary care 
requirement. 

 
There is no statutory basis for the Department’s proposal that Title X projects “offer either 
comprehensive primary health services onsite or have a robust referral linkage with primary 
health providers who are in close physical proximity to the Title X site.”  Title X is specifically 262

designed to support projects that “offer a broad range of acceptable and effective family 
planning methods and services,”  not primary care.  263 264

 
Congress clearly understood the distinction between family planning services, provided under 
Title X, and primary health care, which it supported elsewhere.  Title X is an amendment of the 
Public Health Service Act.   Within the larger statute, Congress created a separate program to 265

ensure people with low incomes have access, principally through FQHCs, to primary medical 
care such as laboratory and radiology services, cholesterol screening, emergency medical 
services, and pediatric eye, ear, and dental examinations.  Consistent with that separation, the 266

Department’s regulations have long recognized that Title X family planning providers should 
refer patients elsewhere for necessary primary health care.  Title X programs play a different 267

role than programs that support providers of primary health care. 
 

2. The Department fails to adequately justify its proposed primary care 
requirement. 

 
Congress’s mandate to provide comprehensive family planning care is most effectively met by 
family planning specialists.  Experience has shown that Title X health centers that specialize in 
reproductive health provide more comprehensive and accessible care than generalist, 

262 Proposed 42 C.F.R. § 59.5. 
263 42 U.S.C. § 300(a) (emphasis added). 
264 See also Family Planning Services and Population Research Act of 1970, Pub. L. No. 91-572 § 2, 84 
Stat. 1504 (1970) (purpose of the Act is “to assist in making comprehensive voluntary family planning 
services readily available to all persons desiring such services”). 
265 Pub. L. No. 78-410, 58 Stat. 682, codified at 42 U.S.C. § 201 et seq. 
266 See 42 U.S.C. § 254b(b)(1); see generally id. § 254b et seq. 
267 See 42 C.F.R. § 59.5(b)(8).  
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primary-care focused facilities like FQHCs.  Specialized providers provide the most up-to-date 268

services and information including a wide range of contraceptive options, which primary care 
providers on the whole are simply unequipped to offer.  Indeed, that is why many primary care 
providers refer patients to specialized health centers for reproductive health care.  Furthermore, 
many patients prefer and affirmatively seek providers at specialized health centers because 
those providers are both knowledgeable about and sensitive to issues relating to sexual and 
reproductive health.   269

 
Research from the Guttmacher Institute suggests that primary care providers would not be able 
to serve all of the women who rely on different types of providers for Title X-supported services.

  In particular, the proposed rule overlooks the challenges facing people in rural and 270

underserved areas that may not have “primary health providers . . . in close physical proximity.”
  Excluding family planning clinics from the Title X program because they do not offer 271

comprehensive primary care or are not near a primary care provider could make it more difficult 
for these women to access the full range of family planning services that are available under the 
current program. As explained in greater detail above,  reproductive-health focused providers 272

play an important role in serving Title X patients and are more likely than other types of 
providers to offer a broad range of quality family planning services. If these providers are forced 
to exit the program, the Department would, in many communities, find it difficult or impossible to 
identify alternative entities that are able to serve the same volume of patients with the same 
range of services at the same level of care. Forced to delay or forgo basic preventive services 
as a result, many patients that previously were able to access Title X-funded care from Planned 
Parenthood or other reproductive health-focused providers would experience adverse health 
consequences, including unintended pregnancies, undetected STDs, and other poor health 
outcomes. This would create costs for patients, the health care system, and the public. 
 

4. The Department’s regulatory text is unclear.  

268 See Frost et al., Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in Service 
Delivery Practices and Protocols at 31, The Guttmacher Institute (2016).  
269 See Susan Wood et al., Health Centers and Family Planning: Results of a Nationwide Survey vii, 
47-48, The George Washington University School of Public Health & Health Services (2013) (noting that 
many patients “desire separate systems of health care for primary care and family planning needs” and 
that independent centers “foster[] more access points,” offer “more choice in providers,” and “separat[e] 
out … one’s general family practice provider from a provider of confidential family planning services”), 
available at 
https://hsrc.himmelfarb.gwu.edu/cgi/viewcontent.cgi?article=1059&context=sphhs_policy_facpubs. 
270 Kinsey Hasstedt, Beyond the Rhetoric: The Real-World Impact of Attacks on Planned Parenthood and 
Title X (2017), available at 
https://www.guttmacher.org/gpr/2017/08/beyond-rhetoric-real-world-impact-attacks-planned-parenthood-a
nd-title-x (“FQHC sites alone could not sustain the current reach of Title X.  If asked to serve all of the 
women who rely on many different types of providers for Title X-supported services, FQHC sites providing 
contraceptive care would have to at least double their contraceptive client caseloads in 41 states….  In 27 
of those states, these FQHC sites would have to at least triple their capacity.  Nationwide, this adds up to 
an additional 3.1 million clients.”). 
271 Proposed 42 C.F.R. § 49.3(a)(12).  
272 See supra, p.15. 
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The Department’s proposed primary care requirement is unclear. As proposed, the regulatory 
text would fail to give sufficient notice to Title X recipients about their obligations under the 
Proposed Rule. In clarifying these issues, a reasoned justification should be provided where the 
Department’s clarification reflects a policy choice for which the Proposed Rule fails to offer a 
justification or explanation. 
 

● At proposed section 59.5(a)(12), the Department states that Title X providers “should” 
either provide primary care services onsite or have robust referral linkages. The use of 
“should” rather than “must” creates the impression that, while Title X providers may be 
permitted or even encouraged to do these things, the primary care instructions are not 
mandatory. As shown above, the meaning of this provision will be of great consequence 
to Title X recipients, so the Department should clarify in rule language what is meant. 
 

● While proposed section 59.5(a)(12) gives Title X service providers the option to either 
provide primary care services onsite or “have a robust referral linkage” with nearby 
providers, the Department fails to define the meaning of the term “robust.” It is unclear, 
for example, whether ordinary referral arrangements would suffice to meet this standard, 
or whether a particular number or type of arrangement would be necessary. This, too, 
should be explained in greater detail. 

 
K. New Notification and Reporting Requirements (§ 59.17). 

 
The Department proposes to add to the Title X regulations a number of new requirements 
relating to state laws on notification or reporting of child abuse, child molestation, sexual abuse, 
rape, incest, intimate partner violence, and human trafficking. Planned Parenthood shares the 
Department’s concern with abuse and exploitation of any kind. As an experienced nationwide 
provider of Title X services, we comply fully with all applicable state law requirements. Still, we 
find several problems with the Department’s proposed requirements. First, the Department lacks 
the legal authority to enforce these state law provisions. Second, the proposed requirements 
lack sufficient justification. Finally, the regulatory text put forth to implement these requirements 
is unclear. So, we urge the Department to withdraw its proposed notification and reporting 
requirements. 
 

1. The Department lacks the legal authority to enforce state notification and 
reporting requirements. 

 
Under the Proposed Rule, the Department seeks to establish itself as the arbiter of compliance 
with state notification and reporting requirements regarding child abuse, child molestation, 
sexual abuse, rape, incest, intimate partner violence, and human trafficking. The Proposed Rule 
interprets the language from the appropriations law to create an affirmative obligation on Title X 
providers to prove, via “documentation or other assurance,” compliance to the Department with 
state law requirements. Yet the Department does not cite any legal support for its authority to 
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measure compliance with these state laws.  The appropriations law certainly does not place the 
responsibility in the hands of the Department.  Rather, it merely notes that Title X projects are 
not exempt from certain state law notification requirements.  Given the complexity of state 
notification requirements,  the Department has not demonstrated that it has the capacity or the 273

authority to assume the responsibility of measuring compliance with these requirements.  
 

2. The Department’s proffered justification for its proposed notification and 
reporting requirements is inadequate. 

 
The proposed notification and reporting requirements lack a sufficient policy rationale. We 
specifically contest two points underpinning the Department’s proposed new state reporting and 
notification requirements. First, the Proposed Rule provides that “[s]ome practitioners have 
proposed that providers avoid soliciting or determining the age of the adolescent or the age of 
their sexual partner as a means of assuring the adolescent of confidential services and, thus, 
avoiding the potential responsibility of reporting.”  Yet, having provided no evidence or 274

explanation for this serious allegation, the Department cannot rely on it as a basis for 
policy-making. Second, in concluding that efforts to secure compliance with state notification 
and reporting laws should be strengthened, the Department cites a 2005 Report by the 
Department’s OIG. In the Department’s summation, the HHS OIG “could not determine the 
extent to which grantees actually comply with [state notification and reporting] requirement.”  275

But this is a blatant mischaracterization. Nowhere does the 2005 Report claim that the HHS OIG 
attempted (let alone failed) to determine grantees’ actual compliance with these state law 
requirements. Rather, it set out to “determine how OPA informs its grantees of their reporting 
requirements and monitors its grantees regarding these requirements.”  And it learned, 276

unsurprisingly, that “OPA has informed and periodically reminds Title X grantees of their 
responsibilities regarding State child-abuse and sexual-abuse reporting requirements” and 
“OPA includes State reporting requirements in its reviews and site visits of grantees.”  So the 277

2005 Report does not constitute evidence for the Department’s notion that existing efforts to 
monitor compliance with these state laws are inadequate. 
 

3. The Department’s regulatory text is unclear.  
 
The proposed regulatory text to implement the Department’s new requirements is unclear as 
proposed. This language does not give Title X recipients sufficient notice about their obligations 
under the Proposed Rule. In clarifying these issues, a reasoned justification should be provided 

273 See HHS OIG, Letter on Federal Efforts to Address Applicable Child Abuse and Sexual Abuse 
Reporting Requirements for Title X Grantees (OEI-02-03-00530) (Apr. 25, 2005), available at 
https://www.hhs.gov/opa/sites/default/files/child-abusereporting-requirements.pdf. 
274 83 Fed. Reg. at 25,520. 
275 Id. 
276 HHS OIG, Letter on Federal Efforts to Address Applicable Child Abuse and Sexual Abuse Reporting 
Requirements for Title X Grantees (OEI-02-03-00530) (Apr. 25, 2005), available at 
https://www.hhs.gov/opa/sites/default/files/child-abusereporting-requirements.pdf. 
277 Id. 
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where the Department’s clarification reflects a policy choice for which the Proposed Rule fails to 
offer a justification or explanation. 
 

● Proposed section 59.17(b)(1)(iv) would require Title X projects to implement a plan that 
includes a “[c]ommitment to conduct a preliminary screening of any teen who presents 
with” an STD, pregnancy, or any other suspicion of abuse” (emphasis added). Yet the 
same provision would also “require” such screening for patients that are “under the age 
of consent in the state” (emphasis added). The Department should clarify whether this 
represents two distinct instructions to Title X projects depending on whether a teen Title 
X patient is “under the age of consent.” If it does not, the Department should rewrite the 
provision to reduce confusion. 

 
● This same proposed section provides that “[p]rojects are permitted to diagnose, test for, 

and treat STDs.” Currently, Title X projects are permitted to provide STD services, 
including testing, diagnosis, and treatment services, in certain circumstances. The 
Proposed Rule, moreover, reinforces that “[f]amily planning services include . . . 
prevention, diagnosis, and treatment of infections and diseases which may threaten 
childbearing capability or the health of the individual, sexual partners, and potential 
future children.” The Department should clarify whether, by the addition of this text, it 
intends to expand or alter the circumstances in which recipients may provide STD 
services as a part of a Title X project. If the Department intends to expand the provision 
of STD services within Title X projects, it must consider the costs and operational 
implications that are likely to result. 

 
L. Transition Provisions (59.19). 

 
The Department proposes two different periods to allow affected entities to transition to the new 
requirements established under the Proposed Rule. In proposed section 59.19(a), the 
Department allows for one-year of transition period to come into compliance with the physical 
separation requirements as modified by the proposed section 59.15. In proposed sections 
59.19(b) and (c), the Department provides for a 60-day transition period to come into 
compliance with the financial separation requirements and all other provisions of the Proposed 
Rule. The Department provides absolutely no information about how it arrived at the lengths of 
time proposed, and it is clear that they do not allow adequate time for transition.  
 
As laid out in detail in the rest of our comments, this Proposed Rule will require extensive 
changes to the way that the Title X program operates, including significant changes for Title X 
providers—changes for which 60 days are clearly inadequate. Investing in and changing record 
keeping systems, creating and formalizing referral arrangements, developing protocols for the 
oversight of referral partners, and implementing new training systems will all require significant 
investments of time and money that cannot be accomplished within such a truncated timeframe.  
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For example, the proposed section 59.17’s new reporting requirements will require significant 
modifications to existing electronic health record systems, revisions to practices and protocols, 
and significant training. None of these things can be accomplished within 60 days. Similarly, the 
proposed section 59.5(a)(12)’s primary care requirements may require the establishment of 
additional services onsite or the establishment of a “robust referral linkage,” potentially entailing 
the formation of new partnerships or the formalization of existing ones. In our experience, these 
types of changes could require many months to make. And while not entirely clear, the 
proposed section 59.5(a)(1) seems to imply that all Title X projects would be required to provide 
adoption services as a part of their infertility service offering. Many Title X projects do not 
currently provide adoption services. Developing this capability could certainly take longer than 
one year. Another example is the proposed re-definition of low-income in section 59.2, which 
may require the implementation of and training on new verification practices, new billing 
practices, revisions to the sliding fee scale, and other operational shifts. Other provisions of the 
rule will similarly require extensive changes that necessitate a more reasonable transition 
period. 
 
As to the physical separation requirements in particular, one year is radically insufficient to allow 
Title X providers to make the kinds of changes that would be required under this proposal. As 
explained in greater detail above,  compliance with these provisions will require locating and 278

constructing new sites, what can easily be a multi-year process.  
 
Federal regulatory changes frequently provide transition periods of one or more years. Given 
that there is no statutory or regulatory requirement to make the terms of this rule effective within 
any particular timeframe, there is absolutely no reason to provide such truncated transition 
periods. If the Department moves forward with its intention to issue this rule despite all the 
reasons laid out as to why it should not do so, it should allow a transition period of at least three 
years for the physical separation requirements and at least one year for the other provisions. 
Moreover, the Department should schedule the changes to take effect at the end of the project 
period during which the rule is finalized, so that Title X participants are not forced to comply with 
entirely new requirements in the middle of their grants, nor confused about what is required from 
them under their current grants. 
 
II. The Department Should Extend The Comment Period for The Proposed Rule by at 

Least 60 Days to Allow Meaningful Public Input. 
 
Planned Parenthood requests an extension of the Department’s public comment period for the 
Proposed Rule. We believe meaningful public input cannot be provided within the current 
60-day public comment period. We therefore ask the Department to extend the public comment 
period for at least an additional 60 calendar days. 
 

278 See supra, at p.30. 
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The Department’s Proposed Rule is too complex, its effects are too wide-ranging, and its 
consequences are too important to permit meaningful public participation in the existing 60-day 
comment period. The Administrative Procedure Act (APA) provides that “the agency shall give 
interested persons an opportunity to participate in the rulemaking through submission of written 
data, views, or arguments.”  Meaningful opportunity for comment, under the APA, means 279

giving the public “enough time with enough information to comment and for the agency to 
consider and respond to the comments.”  The Proposed Rule raises a range of sophisticated 280

questions, including questions relevant to the Department’s statutory authority, the 
constitutionality of the Proposed Rule, its interaction with other federal and state requirements, 
its economic and health-related impacts, and its other effects. Still more, the Proposed Rule 
does not cite or account for important data and evidence, and the Department has failed to 
undertake a comprehensive analysis of its consequences, shifting the burden of analysis and 
commentary to the public. To meet this challenge, the many stakeholders that would be affected 
by the Proposed Rule should be given more than 60 days to conduct a thorough appraisal of its 
terms and offer the Department comment on the myriad issues that are raised.  
 
In requesting this extension, we underscore the unusual lack of notice prior to the Proposed 
Rule’s submission to the Office of Information and Regulatory Affairs within the Office of 
Management and Budget (OMB/OIRA); the alarming speed at which the Proposed Rule 
emerged from review at OMB/OIRA; and the noteworthy lack of public engagement with 
stakeholders prior to its issuance. For instance, there was no mention of the proposal in the Fall 
2017 or Spring 2018 Regulatory Agenda. To the best of our knowledge, there was no early 
outreach to affected stakeholders as is policy under Executive Order 13563 and associated 
OMB/OIRA guidance. After the Proposed Rule was received by OMB, all meeting requests 
submitted pursuant to Executive Order 12866 were denied. And despite this lack of public 
engagement and engagement with regulated entities, the rule was discharged from OIRA in less 
than two weeks. 
 
This seems to belie Department’s commitment to understanding and considering the various 
interests affected by the Proposed Rule. While we and thousands of local, state and federal 
stakeholders have done our best to comment within the allotted time, additional time would 
allow us to more fully evaluate the impact of the rule. Other stakeholders are likely eliminated 
from the rulemaking process entirely because of the Department’s abbreviated timeline. As a 
leading partner in the Title X program for nearly 50 years, Planned Parenthood is well-qualified 
to provide the Department with data and information relevant to its decision-making process 
given sufficient notice. We can see no benefit to expediting this rulemaking at the cost of this 
valuable information. 
 
III. The Department Has Not Assessed All The Costs and Benefits of The Proposed 

Rule and Its Regulatory Alternatives. 

279 5 U.S.C. § 553(b). 
280 Prometheus Radio Project v. F.C.C., 652 F.3d 431, 450 (3d Cir. 2011). 
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The Department’s Proposed Rule would generate no meaningful benefits while imposing 
substantial costs on Title X recipients, the health of the public, and the economy overall. 
Executive Orders 12866 and 13563 direct agencies to assess the costs and benefits of 
proposed regulations. Agencies, moreover, have an obligation to engage in “reasoned 
decisionmaking,” and “reasonable regulation ordinarily requires paying attention to the 
advantages and the disadvantages of agency decisions.”  The Department’s deeply flawed 281

and cursory attempt to produce a regulatory impact analysis is insufficient. The Department has 
failed to consider or adequately recognize a number of costs associated with its proposal and 
makes other significant errors. In fact, the Department’s analysis does not even conform to 
guidance produced within the Department on the performance of Regulatory Impact Analysis.  282

Critically, the Department: 
 

● Ignores the considerable health-related costs that would result from the Proposed Rule. 
● Dramatically underestimates the compliance costs that would result from the Proposed 

Rule. 
● Is silent on the Proposed Rule’s distributional effects on groups that face inequities in 

health care. 
● Fails to demonstrate any benefits arising from the Proposed Rule. 
● Makes errors and fails to justify crucial steps in its regulatory impact analysis.  
● Does not properly consider regulatory alternatives. 

 
Our initial analysis leads us to conclude that, contrary to the Department’s contentions, the 
Proposed Rule will waste public and private resources and harm the health of innumerable 
people who are uninsured and have low incomes, many of whom are people of color, in order to 
“solve” a nonexistent problem where the Department acknowledges there are zero quantifiable 
benefits. After correcting the Department’s inappropriately low estimate of the Proposed Rule’s 
costs, we also conclude that the Department erred in its determination that the Proposed Rule is 
not “economically significant” as measured by the $100 million threshold as well as its impact on 
the public health. We urge the Department to withdraw its rule. If the Department proceeds 
regardless, we urge it to undertake a comprehensive analysis that accounts for the issues we 
highlight. 
 

A. The Department ignores the considerable health-related costs that would 
result from the Proposed Rule.  

 
The Department entirely avoids discussion of a number of the proposal’s obvious defects and 
costs. It appears that these problems, together, would amount to harms far in excess of the 
proposal’s asserted benefits. The Department’s failure to grapple with these costs render its 

281 Michigan v. E.P.A., 135 S. Ct. 2699, 2707 (2015); Motor Vehicle Mfrs. Ass'n of U.S., Inc. v. State Farm 
Mut. Auto. Ins. Co., 463 U.S. 29, 52 (1983). 
282 Office of the Assistant Secretary for Planning and Evaluation (ASPE), Guidelines for Regulatory Impact 
Analysis (2016), available at https://aspe.hhs.gov/system/files/pdf/242926/HHS_RIAGuidance.pdf.  
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policy rationale inaccurate and incomplete. As shown below, the Proposed Rule’s likely 
consequences on the health of Title X patients would “adversely and materially affect[] . . . 
public health,”  therefore constituting a significant regulatory action under Executive Order 283

12866.  
 

1. Several provisions in the Proposed Rule would force reproductive  
health-focused providers such as Planned Parenthood out of Title X,  
resulting in significant health-related costs. 

 
At least three of the Department’s proposed revisions would contribute to the reduced 
participation of reproductive health-focused providers, including Planned Parenthood, in the 
Title X program. First, the Department’s proposed ban on abortion referrals at section 59.14 is 
fundamentally at odds with the professional and ethical obligations of health care professionals. 
For this reason, Planned Parenthood and other Title X recipients—including Washington,  284

New York,  Hawaii,  and Oregon —have announced that, if the Proposed Rule is finalized 285 286 287

and made effective, they would be forced to decline Title X funds. Second, the Department’s 
proposed “physical and financial” separation requirement at section 59.15 would place 
impracticable financial burdens on Title X service sites that would force many health care 
providers to exit the program, as well. Third, the Department’s proposed revisions to the 
eligibility and selection criteria for Title X grants at revised section 59.7 would have the likely 
effect of redirecting Title X grant funds away from experienced reproductive health-focused 
providers such as Planned Parenthood, and toward other “diverse” grantees with little or no 
experience providing family planning services. The Department fails to estimate the serious 
negative consequences these changes in the nationwide network of Title X-funded providers 
would have on access to care, health outcomes, efficiency, and other costs. 
 
Together, these proposals would reduce patients’ access to a broad range of quality family 
planning methods and services. Planned Parenthood health centers serve more family planning 
patients than other safety-net providers. Of the 6.2 million female contraceptive patients at 

283 83 Fed. Reg. at 25,521. 
284 Press Release, Washington Governor Jay Inslee, Inslee Statement on Protecting Washington Women 
from Trump Gag Rule (July 30, 2018), available at 
https://www.governor.wa.gov/news-media/inslee-statement-protecting-washington-women-trump-gag-rule 
285 Press Release, New York Governor Andrew M. Cuomo, Governor Cuomo Issues Letter to HHS 
Secretary Threatening Legal Action if Title X Rule Changes are Adopted (July 30, 2018), available at 
https://www.governor.ny.gov/news/governor-cuomo-issues-letter-hhs-secretary-threatening-legal-action-if
-title-x-rule-changes-are 
286 Press Release, Hawaii Governor David Ige, Governor Ige Opposes Trump Administration’s Attempt to 
Limit Women’s Health Care Services (July 30, 2018), available at 
https://governor.hawaii.gov/newsroom/latest-news/office-of-the-governor-news-release-governor-ige-oppo
ses-trump-administrations-attempt-to-limit-womens-health-care-services/. 
287 Press Release, Oregon Governor Kate Brown, Governor Brown on Federal Title X Rollbacks on 
Access to Reproductive Health (July 30, 2018), available at 
https://mailchi.mp/oregon/news-release-governor-brown-on-federal-title-x-rollbacks-on-access-toreproduc
tive-health?e=351baaef1c. 
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publicly funded family planning clinics in 2015, 32 percent received care at Planned Parenthood 
health centers.  On average, each Planned Parenthood health center serves more family 288

planning patients than other individual provider; for instance, Planned Parenthood health 
centers had an average annual contraceptive caseload of 2,950 patients per site, compared to 
320 per site at FQHCs.  Although Planned Parenthood health centers represent only 13 289

percent of Title X service sites, they serve over 40 percent of the program’s patients.   290

 
Other safety-net providers would face an enormous strain in attempting to absorb the patients 
that would lose access to services. In order to serve all the women who currently obtain 
contraceptive care at Title X–supported Planned Parenthood health centers in the 50 states and 
the District of Columbia, other Title X providers would need to increase their client caseloads by 
70 percent, on average.  In 13 states, other Title X providers would have to at least double 291

their capacity—and in many, to an even greater degree—to maintain the current reach of their 
states’ Title X networks.  If demand is to be met, these increases in capacity would require 292

investment, which the Department does not account for. Also, many Planned Parenthood health 
centers serve communities that lack alternative providers of Title X services. Fifty-six percent of 
Planned Parenthood health centers are in health provider deserts, where residents live in areas 
that are medically underserved and they may have nowhere else to go to access essential 
health services without Planned Parenthood. Even in communities where alternative entities 
could be identified, they would incur unnecessary costs on the front-end in readying systems, 
revising protocols and policies, entering into contracts and other agreements, and training staff, 
all while the existing capabilities of former participants would be wastefully sidelined.  
 
The patients who are able to shift from Planned Parenthood to other safety-net providers, in 
addition to suffering a costly and harmful disruption in access to services, would likely receive 
inferior care. First, the disruption caused by having to switch providers itself would impose costs 
on patients who would have to engage in the time-intensive process of locating, evaluating, and 
selecting a suitable alternative provider, as well as harm to their health from potentially delayed 
access to care. And second, once a provider is selected, this new provider may not offer the 
same range of services at the same level of quality as a patient’s previous Title X-funded 
provider. Planned Parenthood and other providers that specialize in reproductive health typically 
offer a broader range of reproductive health services than other safety-net providers. In a study 
by the administrators of Title X evaluating service delivery characteristics of Title X providers, 

288Guttmacher Institute, “Publicly Funded Contraceptive Services At U.S. Clinics, 2015” (2016), available 
at 
https://www.guttmacher.org/sites/default/files/report_pdf/publicly_funded_contraceptive_services_2015_3.
pdf.  
289 Id. 
290 Id.  
291Kinsey Hasstedt, Beyond the Rhetoric: The Real-World Impact of Attacks on Planned Parenthood and 
Title X, Guttmacher Policy Review, (Aug. 2017), available at 
https://www.guttmacher.org/gpr/2017/08/beyond-rhetoric-real-world-impact-attacks-planned-parenthood-a
nd-title-x.  
292 Id. 
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Planned Parenthood health centers were associated with a higher quality and scope of family 
planning services when controlling for other health center characteristics, including the onsite 
availability of each contraceptive method, comprehensive counseling, and adolescent-friendly 
services.  In general, 99 percent of Planned Parenthood health centers provide at least 10 293

reversible contraceptive methods on site, compared with 71 to 81 percent of other provider 
types.  Planned Parenthood health centers are more likely than all other types of clinics to 294

provide a Long Acting Reversible Contraceptive (LARC) method (98 percent versus 69 percent 
to 77 percent); are more likely than FQHCs and “other” clinics to provide pill supplies on-site (83 
percent versus 34 to 56 percent); and are more likely than any other types of clinics to provide 
same-day IUD insertions (81 percent versus 30 to 48 percent). Eighty-three percent of Planned 
Parenthood health centers provide initial oral contraceptive supplies and refills on-site, 
compared with only 34 percent of FQHCs.  Planned Parenthood health centers also typically 295

have shorter waiting periods—an average of 1.2 days for an initial contraceptive visit—and 
appointments can often be made the same day.  By contrast, one study found that the 296

average wait time for an FQHC appointment was nine days.  A shift to other providers, 297

moreover, may cause additional costs on patients or third-party payers. For example, because 
federal law provides that Medicaid payments made to FQHCs must be above a minimum 
standard, patients shifting from other providers to FQHCs could result in greater costs to state 
Medicaid programs.   298

 
Additionally, Title X patients may prefer to see a provider that specializes in reproductive health. 
Research has shown that patients prefer to receive care at specialized clinics, like Planned 
Parenthood health centers, because such clinics can offer better or faster services such as 
having oral contraceptives available on site or same day IUD insertion.  Also, women trust 299

OB/GYN specialists and are generally more likely to talk with them about health concerns both 
within and outside the scope of sexual and reproductive health care.  For instance, women are 300

twice as likely to talk with OB/GYN’s about birth control and HIV than internal or family medicine 

293 Carter, et al., Four aspects of the scope and quality of family planning services in US publicly funded 
health centers: Results from a survey of health center administrators, 94 J. Contraception 340 (2016), 
http://dx.doi.org/10.1016/j.contraception.2016.04.009. 
294 Zolna, M. R., & Frost, J. J., Publicly Funded Family Planning Clinics in 2015: Patterns and Trends in 
Service Delivery Practices and Protocols (2016), available at 
https://www.guttmacher.org/report/publicly-funded-family-planning-clinic-survey-2015.  
295 Id.  
296 Id.  
297 Rhodes, K. V., Kenney, G. M., Friedman, A. B., Saloner, B., Lawson, C. C., Chearo, D., &; Polsky, D., 
Primary Care Access for New Patients on the Eve of Health Care Reform, JAMA Internal Medicine, 
174(6), 861-69 (2014). 
298 Kaiser Family Foundation, “Medicaid Benefits: Federally Qualified Health Center Services,” available at 
https://www.kff.org/medicaid/state-indicator/federally-qualified-health-center-services/?currentTimeframe=
0&sortModel=%7B%22colId%22:%22Location%22,%22sort%22:%22asc%22%7D.  
299 Frost, J.J., Gold, R.B., Bucek A., Specialized Family Planning Clinics in the United States: Why 
Women Choose Them and Their Role in Meeting Women’s Health Care Needs, Women’s Health Issues, 
22(6) (2012), e519-e525. 
300 PerryUndem, “Research Findings: Women + OB/GYN Providers,” (Nov. 2013), available at 
https://www.plannedparenthood.org/files/4914/0656/5723/PPFA_OBGYN_Report.FINAL.pdf.  
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providers and are more likely to talk to OB/GYN’s about substance abuse.  Thirty-five percent 301

of women report their OB/GYN being their primary health care provider.  302

 
Reduced access to a broad range of quality family planning care resulting from the 
Department’s proposed ban on abortion referrals would translate to worse health outcomes for 
Title X patients. These adverse consequences are likely to include, among others, more 
unintended pregnancies. In 2015, the Guttmacher Institute estimated that Planned Parenthood’s 
provision of contraceptive services averted 430,000 unintended pregnancies.  If 10 percent 303

fewer pregnancies were averted as a result of the Proposed Rule, this would create 
considerable cost to patients and the health care system. In Medicaid, the average total 
maternal and newborn charges for care with vaginal or cesarean births are $29,800 and 
$50,373, respectively.  So, at minimum, even a 10 percent increase in births resulting from the 304

Proposed Rule would impose $128.1 million in costs (4,300 x $29,800). Similarly, a study in 
California found that removing free or low-cost access to family planning services would result in 
patients using less effective methods of contraception with correspondingly higher rates of 
failure.  Moreover, for every public dollar spent on publicly funded family planning, the public 305

saves $7.09 in costs related to unintended pregnancies and other related reproductive health 
issues. Unintended pregnancy can put the health of women and children at risk.  It is also 306

likely that a decrease in contraceptive use would result in a rise in the rate of abortions.   307

 
Furthermore, reduced access to family planning care also means STDs will go undetected or be 
detected later, leading to higher rates of STDs and more severe consequences for patients 
experiencing them. STDs among women can result in pelvic inflammatory disease, a major 

301 Id. 
302 Id. 
303 Guttmacher Institute, Unintended Pregnancies and Abortions Averted by Planned Parenthood, (Jun. 
2017), available at 
https://www.guttmacher.org/infographic/2017/unintended-pregnancies-and-abortions-averted-planned-par
enthood-2015.  
304 Truven Health Analytics, The Cost of Having a Baby in The United States: Executive Summary (Jan. 
2013), available at 
https://transform.childbirthconnection.org/wp-content/uploads/2013/01/Cost-of-Having-a-Baby-Executive-
Summary.pdf.  
305 M. Antonia Biggs et al., California Family Planning Health Care Providers’ Challenges to Same-Day 
Long-Acting Reversible Contraception Provision, 126 Obstetrics & Gynecology 338, 338 (2015). 
306 ACOG, Committee Opinion No. 654, Reproductive Life Planning to Reduce Unintended Pregnancy 
(2016), 
https://journals.lww.com/greenjournal/Fulltext/2016/02000/Committee_Opinion_No__654___Reproductive
_Life.53.aspx; ACOG, Frequently Asked Questions No. 182, Obesity and Pregnancy (2016), 
https://www.acog.org/Patients/FAQs/Obesity-and-Pregnancy; ACOG, Frequently Asked Questions No. 
142, Diabetes and Women (2016), 
https://www.acog.org/-/media/For-Patients/faq142.pdf?dmc=1&ts=20180724T1744238808. 
307 Lawrence B. Finer & Mia R. Zolna, Declines in Unintended Pregnancy in the United 
States, 2008-2011, 374 N. Engl. J. Med. 843, 846-47 (2016) (finding that approximately 40 percent of 
unintended pregnancies end in abortion).  
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cause of infertility, ectopic pregnancy, and chronic pelvic pain.  Certain STDs, including 308

syphilis and gonococcal infections, also facilitate the transmission of HIV.  In 2010, publicly 309

funded family planning sites, including Planned Parenthood health centers, averted 99,100 
cases of chlamydia; 16,240 cases of gonorrhea; 410 cases of HIV; 13,170 cases of pelvic 
inflammatory disease (PID) that would have led to 1,130 ectopic pregnancies; 2,210 cases of 
infertility.  These preventable infections are costly to patients and the health care system. For 310

example, the Guttmacher Institute estimates that the total burden of the nine million new cases 
of STDs that occurred among 15-24-year-olds in 2000 was $6.5 billion, with HIV and the human 
papillomavirus (HPV) the most costly STDs by far in terms of total estimated direct medical 
costs, accounting for 90% of the total burden ($5.9 billion).  In addition to a rise in unintended 311

pregnancies and STDs, reduced access to Planned Parenthood’s Title X services would likely 
have other negative effects on health, as well.  
 
Unfortunately, we already have seen the negative health consequences of laws and policies 
that restrict the ability of providers like Planned Parenthood to serve patients with low incomes. 
For example, one study found that the exclusion of Planned Parenthood from a state publicly 
funded family planning program in Texas was associated with adverse changes in the provision 
of contraception, including a 35 percent decline in the use of the most effective methods of 
contraception and an increase in unintended pregnancy leading to a 27 percent increase in 
childbirth covered by Medicaid.   312

 
2. A number of additional health-related costs would result from the  

Proposed Rule. 
 
Under the Proposed Rule, patients who are not denied Title X-funded care altogether will 
experience inferior care as a consequence of the Department’s proposed ban on abortion 
referrals at section 59.14 and the proposed “physical and financial” separation requirement at 
section 59.16.  
 

308 Centers for Disease Control and Prevention, Pelvic Inflammatory Disease (PID) – CDC Fact Sheet 
(2014), available at https://www.cdc.gov/std/pid/pid-fact-sheet-july-2014-press.pdf; Kristen 
Kreisel et al., Prevalence of Pelvic Inflammatory Disease in Sexually Experienced Women of 
Reproductive Age—United States 2013-2014, 66 Morbidity & Mortality Wkly Rpt. 80, 80 (2017). 
309 CDC, Sexually Transmitted Disease Surveillance 2015, at 6, 43, 54, 55 (2016), available at 
https://www.cdc.gov/std/stats15/std-surveillance-2015-print.pdf.  
310 Jennifer J. Frost et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of 
the US Publicly Funded Family Planning Program, 92 Milbank Q. 667, 668 (2014). 
311 Guttmacher Institute, The Estimated Direct Medical Cost of Sexually Transmitted Diseases Among 
American Youth, 2000, (2004), available at 
https://www.guttmacher.org/journals/psrh/2004/estimated-direct-medical-cost-sexually-transmitted-diseas
es-among-american.  
312 Stevenson, A. J., Flores-Vazquez, I. M., Allgeyer, R. L., Schenkkan, P., & Potter, J. E., Effect of 
Removal of Planned Parenthood from the Texas Women’s Health Program, New England Journal of 
Medicine, 374(9) (2016), 853-60. 
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For those Title X-funded entities that will be subject to the terms of the proposed ban on 
abortion referrals or would be allowed to withhold counseling, the Department fails to consider 
the probable negative effects on the quality of patient care at Title X-funded sites, including 
interference with care coordination, and the burdens it places on patients. Full information is 
critical to positive health outcomes. In a meta-analysis of studies examining care management 
plans, the authors conclude that “patient health outcomes can be improved with good 
physician-patient communication,” which includes the need for patients to feel “that they are 
active participants in care and that their problem has been discussed fully.”  Suppressing a 313

provider’s discussion with a patient about where and how to access abortion, as per the 
Department’s proposal, interferes with such “full discussion.” Referrals are also an important 
part of care coordination. For example, a survey on care coordination from the Department’s 
Agency for Healthcare Research and Quality asks patients whether they were able to obtain a 
needed referral from their primary care provider to see another health care professional in the 
past year.  The Department must assess these costs.  314

 
The proposed ban on referrals for abortion would also harm patients seeking an abortion by 
introducing extraordinary difficulties into the already arduous process of obtaining one. It would 
do this not only by forcing providers to decline to offer any guidance to patients seeking 
abortion, but also by coercing or confusing patients into unwanted appointments for prenatal 
care. Under proposed section 59.14, only in the narrow circumstance where a pregnant patient 
“clearly states that she has already decided to have an abortion” would the rule allow a doctor to 
give that patient a list of “comprehensive health service providers (some, but not all, of which 
also provide abortion, in addition to comprehensive prenatal care)” without identifying which 
providers on that list actually offer abortion. All other pregnant patients could only be given a list 
of “comprehensive health service providers (including providers of prenatal care) who do not 
provide abortion as a part of their services” under the proposed rule. In addition to banning 
abortion referrals, the Proposed Rule would appear to require Title X projects to not only refer 
any pregnant patient for “appropriate prenatal and/or social services,” but to also give the 
patient “assistance with setting up a referral appointment to optimize the health of the mother 
and unborn child.”  This appears to require Title X projects to set up an appointment for a 315

patient for “prenatal care and delivery, infant care, foster care, or adoption” even if the patient 
has declined to be connected to those services, or worse, even if the patient had already clearly 
expressed her intent to have an abortion.   316

 

313 Moira Stewart, PhD, Effective Physician-Patient Communication and Health Outcomes: A Review, 
Canadian Medical Association Journal, (May 1995), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1337906/pdf/cmaj00069-0061.pdf.  
314Agency for Healthcare Research and Quality, “Care Coordination Measure for Primary Care Survey” 
(Jul. 2016), available at 
https://www.ahrq.gov/sites/default/files/wysiwyg/professionals/prevention-chronic-care/improve/coordinati
on/ccqmpc/ccqm-pc-survey-instructions.pdf.  
315 Compliance With Statutory Program Integrity Requirements, 83 Fed. Reg. at 25,531. 
316 Id. 
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Whether because patients are coerced into making an appointment with a provider that they 
never asked to see, or simply because of the deliberately confusing nature of the Department’s 
approved “referral list,” the Proposed Rule virtually guarantees that many abortion-seeking 
patients will be pressured or misled into scheduling one or more unnecessary in-person office 
visits for unwanted services. The Department fails to account for the costs this will cause for 
Title X patients (many of whom have low incomes and lack health insurance) who would be 
forced to pay for an unnecessary visit with another health care provider, arrange for 
transportation, and take time off from work or school—only to find out that they must do so once 
more to actually obtain an abortion. Studies of mandatory waiting periods for abortion confirm 
that imposing delays on access to abortion burdens patients and results in later-term abortions.

 These extra visits would also impose unwarranted costs on health care providers, and would 317

unnecessarily burden other publicly funded programs and/or health plans. Moreover, the 
Department fails to consider that the proposed referral ban would shift the burden of gathering 
and evaluating information about where and how to obtain an abortion to the patient. As the 
patient is much less likely than the provider to have a complete understanding of the available 
options and to be able to weigh the comparative advantages of each, the patient would have to 
engage in this process without guidance and at great personal expense. Thus, there are 
considerable costs to requiring additional, unnecessary visits for patients. 
 
Moreover, the Department’s proposed “physical and financial” separation requirement would 
harm patients by interfering with quality of care, care coordination, and integration of services. 
For example, patients benefit from immediate, onsite access to a range of contraceptive 
methods after an abortion. According to a 2010 Guttmacher Institute survey of abortion patients, 
two-thirds expressed a desire to leave their appointment with a contraceptive method and 
slightly more than half indicated a preference for receiving contraceptive information and 
services during their abortion care rather than in other health care settings.  Yet the provision 318

of same-day post-abortion contraception funded by Title X appears to be severely restricted or 
barred entirely under the proposed “physical and financial” separation requirement. Instead, two 
separate visits to separate facilities would most likely be necessary. This implies unnecessary 
costs to patients and providers that are unaccounted for by the Department and interferes with 
the integration of care. Furthermore, to the extent that this creates an obstacle for patients to 

317 See, e.g., Michael Lupfer and Bohne Goldfarb Silber, “How Patients View Mandatory Waiting Periods 
for Abortion,” Family Planning Perspectives, (Mar. 1981), available at 
https://www.jstor.org/stable/2134696?seq=1#page_scan_tab_contents; Frances A. Althaus and Stanely 
K. Henshaw, “The Effects of Mandatory Delay Laws On Abortion Patients and Providers,” Family 
Planning Perspectives, (Sept. 1994), available at https://www.jstor.org/stable/2135944; Joyce, Henshaw 
et al., “The Impact of State Mandatory Counseling and Waiting Period Laws on Abortion: A Literature 
Review,” Guttmacher Institute (Apr. 2009), available at 
https://www.guttmacher.org/report/impact-state-mandatory-counseling-and-waiting-period-laws-abortion-li
terature-review.  
318 Megan K. Donovan, “Postabortion Contraception: Emerging Opportunities and Barriers,” Guttmacher 
Policy Review (Oct. 2017), available at 
https://www.guttmacher.org/gpr/2017/10/postabortion-contraception-emerging-opportunities-and-barriers 
(citing the 2010 report).  
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obtain effective methods of contraception, the risk of unintended pregnancy among abortion 
patients may increase as a result.  
 
On top of interruptions to same-day services, the Department’s proposal to consider separate 
electronic health care records in its determination of compliance with the “physical and financial” 
separation requirement poses considerable risk to patients. A qualitative study of multiple 
electronic medical records within a single health care organization found “clear limitations” to 
this approach, the primary limitation being “the risk to patient safety.”  “The greatest risk of 319

multiple EMR use is the risk of missing data and any corresponding decision support that impact 
patient safety,” for example, missing information about allergies or drug interactions; lab tests, 
imaging studies and procedures; “missing pregnancy or lactation information leading to 
inappropriate medication ordering, missing recent changes in renal function leading to 
inappropriate use of IV contrast dye, and incomplete or inaccurate past medical history or family 
history leading to inaccurate risk assessments.”  These same risks would likely arise in 320

implementation of the Department’s proposed “physical and financial” separation requirement. 
The same study notes that “to safely and efficiently use more than one EMR, a considerable 
amount of IT work is necessary,” implying necessary additional expenditures by Title X projects 
to ensure patient safety.   321

 
Additionally, the proposed “physical and financial” separation requirement would likely reduce 
access to abortion referrals even for non-Title X patients. The “physical and financial” separation 
requirement expressly requires referrals for abortion to be provided separately from Title X 
services, necessitating separate facilities. As discussed below, the costs of avoiding 
noncompliance with the proposed separation standard would be financially impractical for many 
entities. Faced with the prospect of having to make costly investments to establish separate 
facilities, some recipients may instead forfeit their the provision of abortion referrals entirely in 
order to continue to participate in Title X. This would effectively withhold referrals from patients 
who seek non-Title X care from recipients, imposing harms and costs on these patients similar 
to those assessed for Title X patients above. 
 

B. The Department dramatically underestimates the compliance costs that 
would result from the Proposed Rule. 

 
Furthermore, as we show below, the Proposed Rule’s likely compliance costs alone easily 
exceed the $100 million threshold for “economically significant” regulations. The proposed 
“physical and financial” separation requirement alone would force Title X recipients to bear 
enormous costs which receive no attention from the Department in its justification.  
 

319 Payne, Fellner, et al, “Use of more than one electronic medical record system within a single health 
care organization,” Applied Clinical Informatics (Dec. 2012), available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3613036/.  
320 Id. 
321 Id. 
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1. The Department underestimates the number of Title X service sites that  
would bear costs under the proposed “physical and financial” separation  
requirement. 

 
The Department vastly underestimates the number of entities that would have to comply with its 
proposal. The Department assumes that the “physical and financial” separation requirement 
would apply only to the estimated 20 percent of Title X service sites that offer abortion or that 
“may share resources with unaffiliated entities that offer abortion as a method of family 
planning.”   But this does not reflect an accurate reading of the Proposed Rule.  322

 
As provided in proposed section 59.15, “[a] Title X project must be organized so that it is 
physically and financially separate . . . from activities that are prohibited under section 1008 of 
the Act and §§ 59.13, 59.14, and 59.16 from inclusion in the Title X program.” This presumably 
extends the separation requirement with the same force to a range of conduct beyond providing 
abortion services to patients. For instance, it also applies to entities that refer for, promote, or 
support abortion, or that take “any other affirmative action to assist a patient to secure” an 
abortion (proposed section 59.14). The requirement also applies to entities that encourage or 
advocate for abortion (proposed section 59.16). This includes lobbying and political activity 
related to abortion; paying dues to certain organizations; and the provision of information 
“promoting a favorable attitude” toward abortion. It follows from the terms of the Proposed Rule 
that any recipient of Title X funds that engages in any of these activities would have to comply 
with the “physical and financial” separation requirement. All Title X-funded services sites at 
minimum currently refer for abortion upon request, and many undoubtedly perform some of the 
other activities prohibited by the provisions cited in proposed section 59.15.  
 
As we mention above, some Title X service sites will determine that the program’s rules are 
inconsistent with medical ethics and decline to continue to participate as Title X recipients if the 
Proposed Rule is made effective. Other Title X service sites may forfeit performing any 
abortion-related activities, such as providing referrals for abortion, in order to continue 
participating in Title X without incurring prohibitive compliance costs under the “physical and 
financial” separation requirement. However, the remaining Title X service sites must take steps 
to avoid noncompliance with the Department’s proposed “physical and financial” separation 
requirement. This will be far higher than the 20 percent of service sites that the Department 
identifies in its Proposed Rule, and the Department must properly assess these costs. If, for 
purposes of these Comments, we assume that the number will be approximately 50 percent of 
current service sites, even under the Department’s estimated average cost per service site of 
$20,000, which as explained below, is far too low, this would imply costs of $40.0 million 
($20,000 x 1,949) in the first year.   323

322 83 Fed. Reg. at 25,525. 
323 Fowler, C. I., Gable, J., Wang, J., & Lasater, B., Family Planning Annual Report: 2016 national 
summary (Aug. 2017), available at 
https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf (reporting 3,898 service sites in 
2016). 
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2. Unassessed costs implied by the “physical and financial” separation  

requirement include building and renovation, personnel, and contracting. 
 
The Department estimates that, on average, each affected Title X service site would incur 
$20,000 in costs in order to come into compliance. Yet the Department does not support this 
estimate with any evidence based in actual practice, and it appears to be nothing more than an 
arbitrary number picked by the Department. The Department cannot satisfy its obligation to 
prepare a Regulatory Impact Statement, or to weigh the costs and benefits of the Proposed 
Rule, with unsupported estimates of cost. In fact, our experience assisting local affiliates that 
are renovating or building new facilities leads us to believe this significantly underestimates the 
total compliance costs.  
 
To start with, the Department provides an underestimate of the resources needed to initially 
evaluate compliance at the service site- and grantee-levels. As shown above, the proposed 
“physical and financial” separation requirement amounts to a “facts and circumstances” 
standard under which the Department has significant latitude to make judgments about a Title 
X-funded entity’s compliance. The use of a multi-factor test creates administrative costs that are 
not anticipated in the Proposed Rule. For example, it will be time-intensive to predict precisely 
how the proposed standard will be interpreted and applied in particular circumstances—either by 
the Department to a recipient, or by a recipient to its subrecipients. This uncertainty, moreover, 
also has other effects on the behavior of Title X recipients that is relevant to the costs of the 
Proposed Rule. Since the proposed regulatory text is so unclear, errors are more likely to occur 
in the administration of the “physical and financial” separation requirement: both incorrect 
judgments by the Department about what is allowable, and erroneous interpretations on the part 
of recipients. Unable to ascertain the precise boundaries of the regulation, risk-averse recipients 
are more likely to take precautions that are, strictly speaking, unnecessary and costly in order to 
avoid the risk of noncompliance. This confusion is made worse because the Proposed Rule, 
after instructing the Department to use a case-by-case approach, implies that “two distinct 
services collocated within a collocated space” would be banned,  and that “separate 324

facilities—one facility providing Title X services and one providing abortion”—would be required.
 Partially as a consequence of this oversteering, the costs borne by Title X-funded entities are 325

likely to exceed the Department’s estimated costs for evaluation.  
 
On top of the costs of initial evaluation, Title X-funded entities will have to absorb the costs 
necessary to implement any changes required to “physically and financially” separate 
abortion-related activities from Title X project activities. These costs will exceed the 
Department’s estimate by a large margin. We begin with the cost of building and renovating 
facilities in order to comply. The Proposed Rule would instruct the Department to look to “the 
degree of separation from facilities (e.g., treatment, consultation, examination and waiting 

324 83 Fed. Reg. 25,519. 
325 Id. 
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rooms, office entrances and exits, shared phone numbers, email addresses, educational 
services, and websites) in which prohibited activities occur and the extent of such prohibited 
activities.” In the Proposed Rule, this is sometimes referred to as prohibiting the “collocation” of 
abortion-related activities and Title X activities. To avoid noncompliance, Title X-funded entities 
would have to either renovate existing facilities or build entirely new ones depending on the 
circumstances of each individual Title X service site.  
 
To estimate the cost of these activities, we use top-line construction cost estimates from a report 
produced by Capital Link.  Although the report is based on a survey of community health 326

centers, based on our extensive experience assisting local affiliates with constructing and 
renovating health centers, the costs presented for these facilities closely resemble the costs 
associated with family planning centers. In assessing costs, Capital Link recommends selecting 
an estimate between the median and the 75th percentile.  So, for these Comments, we 327

assume that new construction will cost $400 per square foot while renovation will cost $330 per 
square foot. Furthermore, an average family planning center, based on our experience, is 
between 3,000 and 3,500 square feet, with a central estimate of 3,250 square feet. And 
although the Capital Link report does not provide an estimate for the cost of acquiring new 
commercial property, in our experience rental costs range from $50 to $100 per square foot, 
with a central estimate of $75 per square foot.  
 
For those properties where a renovation of an existing facility is possible (e.g., the addition of 
separate rooms, exits and entrances, and so on), we assume that at least half of the site’s total 
area would need to be renovated. For such properties, we estimate that costs would be 
approximately $536,250 per facility (1,625 sq. ft. x $330). Where renovation is not possible, an 
entirely new location would be needed. For new locations where a pre-existing building exists, 
the necessary renovations are likely to cost approximately $1.1 million per facility (3,250 sq. ft. x 
$330), and site acquisition costs would come to approximately $243,750 (3,250 sq. ft. x $75), for 
an estimated total of $1.3 million per facility. Moreover, new properties with no existing physical 
plant would incur costs in the range of $1.3 million in new construction costs (3,250 sq. ft. x 
$400), and site acquisition costs would come to approximately $243,750 (3,250 sq. ft. x. $75), 
for an estimated total of $1.5 million per facility. We assume, conservatively, that only 10 
percent of the service sites that would have to take steps to avoid noncompliance would 
establish new locations, which would be equally divided between new properties that have and 
do not have a pre-existing building. For the rest, it is assumed that only renovation of existing 
facilities would be required. We estimate that, even based on these conservative assumptions 
and assuming 50 percent of the current service sites must take steps to comply, see supra, 
p.85, building and renovation costs alone would total $1.2 billion in the first year after the 
regulation is finalized. This comes to an average cost of nearly $625,000 per affected service 
site.  
 

326 Capital Link, Estimating Capital Project Costs for Health Centers (2011), available at 
http://www.caplink.org/images/stories/Resources/publications/Pub.EstimatingCapitalProjectCosts.pdf. 
327 Id. 
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In addition to costs directly related to purchasing and building, we note for the Department that 
obtaining the necessary approvals for locating a facility, especially an abortion facility, is often a 
lengthy and drawn-out process, implying additional costs for permitting, licensure, and meeting 
the requirements of targeted regulations. The Department has failed to account for any of these 
costs—an omission inconsistent with the Department’s own guidance for performing Regulatory 
Impact Analysis. 
 
On top of these building and renovation costs, the Department’s proposed “physical and 
financial” separation standard would appear to require the duplication of certain expenses by 
Title X-funded entities, including contracts for goods and services and staff time, which would 
also imply significant costs that the Department fails to acknowledge in the first year and every 
subsequent year. For example, proposed section 59.15(c) would instruct the Department to look 
to “the existence of separate personnel, electronic or paper-based health care records, and 
workstations.” It appears that the Proposed Rule would necessitate duplicating contracts for 
goods and services for each separate facility established to avoid noncompliance with the 
“physical and financial” separation requirement. This would at minimum include duplicate 
contracts for security vendors, cleaning, medical waste, laboratory services, utilities, electronic 
health care record systems (including separate licenses for each provider under each software 
product), phone systems, and web services. Also, additional clinical staff time would be 
necessary to staff and oversee separate facilities. We estimate this would amount to a 
permanent increase in clinical staff time of between 50-100 percent, depending on the volume 
of patients seen at a Title X service site and whether establishing a separate location would be 
required to avoid noncompliance. We arrive at this 50-100 percent estimated increase because 
staff roles that would have to be duplicated for each individual facility include, at minimum, a 
provider to see and treat patients (e.g., physician or other advance practice clinician), 1-2 staff 
members positioned at the front desk, and 1-2 staff members facilitating patient care (e.g., 
conducting laboratory work, intake, and follow-up). Moreover, additional back-office staff time 
would be necessary to perform the additional purchasing and contracting described above. An 
increase in staff time of this magnitude would almost certainly be accompanied by Human 
Resources and payroll staff time as well.  
 

3. To avoid noncompliance, recipients may have to bear other unmentioned 
costs. 

 
The Department fails to consider a number of other likely compliance costs. For instance, 
proposed section 59.5(a)(13)(iii) would require Title X projects to explain how they will ensure 
adequate oversight and accountability for the effectiveness of outcomes of those who serve as 
referrals for “ancillary or core services.” If, by this proposal, the Department intends to expand 
the responsibility of Title X projects to oversee the delivery of non-Title X services, projects 
would have to bear additional costs to perform this oversight. In calculating these costs, the 
Department must also consider Title X projects’ lack of comparative expertise in supervising 
these types of services, and the potential deterrent effect on the participation of otherwise willing 
partners that help to deliver these services, a potential set of “negative benefits.” 
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C. The Department ignores the Proposed Rule’s negative distributional effects  

on populations that already experience inequalities in health care.  
 
As a part of its evaluation of the effects of its Proposed Rule, the Department is instructed to 
analyze “distributional effects,” which consists of “the impact of a regulatory action across the 
population and economy, divided up in various ways (e.g., income groups, race, sex, industrial 
sector, geography).”  Yet the Department makes no attempt to identify and evaluate these 328

effects. It is obvious, however, that the Proposed Rule’s harmful effects on health would not be 
apportioned equally. Rather, the health consequences established above would 
disproportionately burden some groups for whom Title X-funded services are particularly crucial. 
Some of these groups, moreover, already face significant inequities in health care which the 
Department’s proposal only threatens to exacerbate. The Department must, at minimum, 
account for the distributional unfairness of its proposal. We provide several examples below.  
 

● Income. Serving people with low incomes is the central aim of the Title X program.  329

Moreover, patients with low incomes without health coverage are eligible for free or 
low-cost family planning care from Title X providers.  According to the Family Planning 330

Annual Report (FPAR), in 2016, “88% (3.5 million) of users had family incomes that 
qualified them for either subsidized or no-charge services. Sixty-four percent (2.6 million) 
of users had family incomes at or below poverty, 24% (956,567) had incomes ranging 
from 101% to 250% of poverty, and 7% (297,988) had incomes over 250% of poverty.”  331

Because of these demographic characteristics, reductions in access to Title X-funded 
reproductive health care would have a concentrated effect on populations with limited 
financial resources.  

 
● Sex. Of the 4 million family planning users served in 2016, 3.6 million (89 percent) were 

identified as female in the Department’s annual report.  Given the vast proportion of 332

Title X clients that are female, reductions in the availability or quality of Title X services 
would have a significant and disproportionate impact on women.  

 
● Age. Given its focus on services for adolescents and strong confidentiality guarantees, 

the Title X program is designed to benefit young people.  Indeed, according to the 333

328 Office of Management and Budget, Circular A-4, re: Regulatory Analysis, (Sept. 17, 2003), available at 
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/circulars/A4/a-4.pdf. 
329 See 42 U.S.C. § 300a–4 (priority will be given . . . to the furnishing of such services to persons from 
low-income families”). 
330 See 42 C.F.R § 59.5(a)(6)-(9).  
331 Department of Health & Human Services., Title X Family Planning Annual Report: 2016 National 
Summary (2017), available at https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf. 
332 Id. 
333 42 U.S.C. § 300(a) (providing that projects “shall offer a broad range of acceptable and effective family 
planning methods and services (including . . . services for adolescents)”); 42 C.F.R. § 59.11 
(confidentiality).  
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FPAR, the vast majority of Title X patients are young. In 2016, 707,401 (18 percent) of 
family planning users were under 20, and an additional 1.9 million (48 percent) were 
between the ages of 20 and 29.  The Proposed Rule’s effects on the availability of 334

quality family planning care would place a particular burden on young people. 
 

● Race and ethnicity. The Title X program plays a critical role in serving communities of 
color and other populations that, by virtue of race or ethnicity, may otherwise lack access 
to appropriate care because of systemic barriers. For example, according to the FPAR, 
30 percent of Title X patients self-identified within a nonwhite OMB race category in 
2016.  This includes a large proportion of patients that identify as African American or 335

Black (21 percent).  It also includes a range of other race categories, including Asian, 336

Native Hawaiian or Pacific Islander, American Indian or Alaska Native, or more than one 
race. Moreover, 32 percent of Title X patients identified as Latino or Hispanic.  Thus, 337

the Proposed Rule’s negative consequences on health would have a significant impact 
along racial and ethnic lines. 

 
● LGBTQ status. Although the Department does not disclose demographic information 

about Title X patients’ gender identity or sexual orientation, Title X services are critical to 
LGBTQ populations. LGBTQ people frequently report lacking access to culturally 
appropriate care.  Care delivered under Title X is governed by the CDC’s Quality 338

Family Planning guidelines, the national standard of clinical family planning care which, 
among other things, provides that LGBTQ patients should be offered culturally 
competent care.  Moreover, LGBTQ people have unique sexual and reproductive 339

health needs which Title X providers are well-equipped to address. For instance, 
lesbians and bisexual women obtain Pap tests at low rates and face unintended 
pregnancy at high rates.  And LGBTQ people face a disproportionate STD burden, 340

334 Department of Health & Human Services., Title X Family Planning Annual Report: 2016 National 
Summary (2017), available at https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-national.pdf. 
335 Id. 
336 Id. 
337 Id. 
338 The Fenway Institute, The Case for Designating LGBT People as a Medically Underserved Population 
and as a Health Professional Shortage Area Population Group, available at 
http://fenwayhealth.org/wp-content/uploads/COM1050_MUP_HPSA-Brief_WebReady.pdf.  
339 Centers for Disease Control and Prevention, “Providing Quality Family Planning Services 
Recommendations of CDC and the U.S. Office of Population Affairs,” Morbidity and Mortality Weekly 
Report (Apr. 2014), available at https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf.  
340 Hodson, K., et al., Lesbian and bisexual women's likelihood of becoming pregnant: a systematic review 
and meta-analysis (Dec. 2015), available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5299536/; 
The Fenway Institute, The Case for Designating LGBT People as a Medically Underserved Population 
and as a Health Professional Shortage Area Population Group, available at 
http://fenwayhealth.org/wp-content/uploads/COM1050_MUP_HPSA-Brief_WebReady.pdf.  
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including HIV.  So the Department’s proposed changes are likely to cause LGBTQ 341

populations that rely on Title X to go without needed care.  
 

D. The Department identifies few, if any, benefits that flow from the Proposed 
Rule. 

 
For the Proposed Rule to overcome the major underestimate of costs described above, the 
benefits would need to be substantial. But, strikingly, many of the benefits predicted by the 
Department are totally speculative or implausible. Whether a regulation’s effect counts as a 
benefit depends on the baseline it is measured against.  Yet nearly all the benefits of the 342

Proposed Rule posited by the Department rely heavily on a baseline that is not supported by 
evidence, data, or common sense.  We stress that the Department’s purported benefits must be 
compared, not with the Department’s worst fears about the Title X network it inherited, but with 
the actual state of affairs and history of success of the Title X program under the current 
regulatory framework. On this view, few if any of the Department’s stated benefits survive, and 
they certainly cannot justify even the Department’s conservative cost estimate. We note, too, 
that the Department fails to attempt to quantify any of the benefits it identifies.  
 

● Expanding the number of entities interested in participating in Title X and protecting 
conscience. The Department states that its Proposed Rule is “expected to increase the 
number of entities interested in participating in Title X,” and will better respect the 
conscience rights of providers. But as we point out above, the Proposed Rule contains 
not even one example of an entity that would participate in Title X but for the program’s 
counseling and referral requirements. In fact, the Department itself extinguishes this 
problem when it proclaims its belief that, given existing statutory conscience laws and 
nothing more, the counseling and referral requirements in the current regulations already 
“cannot be enforced against objecting grantees or applicants.”  Moreover, this 343

supposed benefit cannot justify the ban on abortion referrals or counseling, the 
separation requirements, or the compliance reporting requirements. 

 
● Ensuring program integrity and enhancing compliance. The Department alleges its 

Proposed Rule would lead to increased “accountability” and “transparency”; “mitigate 
confusion about what services the Federal government supports and funds”; and 
“increase the amount of Title X funds that are used to deliver family planning services.”  344

341 Kaiser Family Foundation, Health and Access to Care and Coverage for Lesbian, Gay, Bisexual, and 
Transgender (LGBT) Individuals in the U.S. (May 2018), available at 
https://www.kff.org/report-section/health-and-access-to-care-and-coverage-lgbt-individuals-in-the-us-healt
h-challenges/. 
342 Office of Management and Budget, Circular A-4, re: Regulatory Analysis, (Sept. 17, 2003), available at 
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/circulars/A4/a-4.pdf (“You need to measure 
the benefits and costs of a rule against a baseline. This baseline should be the best assessment of the 
way the world would look absent the proposed action.”).  
343 83 Fed. Reg. at 25,506.  
344 Id.  
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Yet in the above discussion we demonstrate that the Department’s fears are not based 
in the facts. For example, the Department is unable to show why its new “accountability” 
and “transparency” rules are necessary and how they would differ from existing 
monitoring and enforcement tools already at the Department’s disposal. All the 
Department can provide, moreover, is mere speculation that “confusion” currently exists 
about how Title X funds are used. It is manifest within the Department’s authority and 
expertise to investigate the issues and determine whether there is misuse of funds or 
confusion; the Department failure to support its assertions with any evidence is telling. 
Also, the Department’s proposal to narrow the use of Title X funds to support only “direct 
services” intimates a deep misunderstanding of the delivery of family planning services 
in the United States.  

 
● Enhanced patient service and care. The Department makes a number of vague 

assertions about how its Proposed Rule would improve care for patients. As this 
comment demonstrates with substantial evidence, nothing could be further from the 
truth. As we point out above, many aspects of the Department’s proposal appear 
designed to drive out expert providers of reproductive health care. This and other 
components of the Proposed Rule are likely to result in reduced access to a “broad 
range” of family planning methods and services for low-income, uninsured patients. 
Moreover, the Department’s proposed “physical and financial” separation requirement 
and the proposed ban on referral for abortion would cause serious interference with 
quality of care, care coordination, and patient safety.  

 
E. The Department makes errors in and fails to justify crucial steps in its 

regulatory impact analysis. 
 
In addition to inaccurately estimating the Proposed Rule’s costs and failing to justify its benefits, 
the Department makes other errors and fails to explain or justify the steps it takes in its 
regulatory impact analysis. For example: 
 

● The Department does not adjust for inflation. Although the Department evaluates the 
effects of the Proposed Rule beginning in 2019, it measures these effects in 2016 dollars 
and does not account for inflation.  This results in an artificially low total cost estimate. 345

For example, using Consumer Price Index (CPI) projections to adjust to 2019 dollars, the 
Department’s estimated present value cost of $88.6 million rises to $94.5 million in 2019.

 The Department should use inflation-adjusted costs to accurately represent the 346

Proposed Rule’s potential burden. 
 

345 Id. at 25,522. 
346 See Congressional Budget Office, The Budget and Economic Outlook: 2018 to 2028 (Apr. 2018), 
available at https://www.cbo.gov/system/files?file=115th-congress-2017-2018/reports/53651-outlook.pdf 
(providing CPI of 2.1, 2.2, and 2.2 for 2017, 2018, and 2019, respectively). 
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● The Department does not estimate application costs. The Department predicts that the 
Proposed Rule will result in increased competition for Title X funding. It estimates that 
200 percent of the number of grantees and subrecipients in 2016 will be eligible for 
and/or interested in applying for funds as a consequence of its proposed changes. 
Although the Department attempts to account for the time required to learn about the 
Proposed Rule’s requirements, it assumes no cost for the increased number of 
applications that will be assembled and submitted to the Department or, for potential 
subrecipients, to the grantee. We think this is implausible. Thus, the cost of the 
application process for a greater number of entities must be accounted for in the 
Department’s overall cost estimate. 

 
● The Department provides no evidence for its estimates of the number of hours required 

for staff to comply with the Proposed Rule. For example, the Department estimates that 
“learning the rule’s requirements and determining how to respond would require an 
average of 20 hours for potential grantees and an average of 10 hours for potential 
subrecipients, divided evenly between managers and lawyers, in the first year following 
the publication of the rule.”  The Department provides similar staff time estimates for 347

training, the submission of assurances, documenting compliance, monitoring and 
enforcement activities, physical separation, and encouraging parental involvement in 
family planning services.  Yet the Department provides no evidence or documentation 348

for its estimates. In our experience, these estimates under-represent the time required to 
comply. Also, regarding the Department’s estimate of additional staff time for training in 
particular, while the Department suggests that costs in subsequent years would simply 
disappear, it does not base its conclusion on evidence or past practice. On the contrary, 
we believe training costs would continue past the first year.  
 
F. The Department fails to adequately consider regulatory alternatives. 

 
The Department only even attempts to evaluate two regulatory alternatives: its chosen course of 
action and the status quo.  In doing so, it gives little attention to the costs and benefits of the 349

different regulatory provisions presented in the Proposed Rule, and it avoids examination of a 
wide range of options located on the continuum between the two polar extremes it identifies. We 
remind the Department that the purpose of its evaluation of alternatives is not to work 
backwards from its decision, but to “discover which of various possible alternatives would be the 
most cost-effective.”  The Department’s evaluation does not accomplish this.  350

 

347 Id. at 25,524. 
348 Id. at 25,524-25. 
349 Office of Management and Budget, Circular A-4, re: Regulatory Analysis, (Sept. 17, 2003), available at 
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/circulars/A4/a-4.pdf (“It is not adequate 
simply to report a comparison of the agency’s preferred option to the chosen baseline.”).  
350 Id. 
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Below, we discuss examples of regulatory alternatives that, although connected to the 
Department’s stated objectives, are not seriously considered in the Proposed Rule. Although 
Planned Parenthood does not necessarily support these options, their absence is evidence of 
the Department’s unsatisfactory analysis. 
 

● Exemptions for objecting entities. Though the Department seeks to ensure that entities 
with religious or moral objections to providing information about abortion can participate 
in Title X, there are less restrictive ways to do this than banning all Title X-funded entities 
from referring for abortion, and removing the nondirective options counseling 
requirement for all entities. Yet the Department fails to consider the costs and benefits of 
providing exemptions for objecting entities while maintaining the program’s general rules 
for other entities. 

 
● Information rather than regulation. The Department’s proposed restrictions related to 

abortion, including the proposed “physical and financial” separation requirement, are in 
large part predicated on an alleged perception among the public that Title X funds are 
being used for abortion.  This hypothetical problem of public awareness could be 351

resolved through honest communication with patients and taxpayers about Title X’s 
statute and program requirements and their enforcement mechanisms, which have for 
decades prevented the use of Title X funding for abortion. Still, the Department did not 
consider this alternative, even though it is far less expensive and would impose fewer 
burdens on Title X-funded entities.  

 
● Adjustments to timing. The Department failed to evaluate the costs and benefits of 

allowing different time windows between finalization and requiring compliance. As we 
discuss above, the lead times for the implementation of the “physical” separation 
requirement (one year) and the remaining provisions of the rule (60 days) are 
insufficient.  The timing of a regulation often has an effect on its costs and benefits. In 
particular, “a regulation that provides sufficient lead time is likely to achieve its goals at a 
much lower cost.”   352

 
IV. The Department Should Perform a Complete Assessment of The Proposed Rule’s 

Effect on Family Well-Being. 
 
Section 654 of the Treasury and General Government Appropriations Act of 1999, Public Law 
105–277, sec. 654, 112 Stat. 2681 (1998), requires Federal departments and agencies to 
determine whether a proposed policy or regulation could affect family well-being. Agencies must 
assess whether the proposed regulatory action: (1) Impacts the stability or safety of the family, 
particularly in terms of marital commitment; (2) impacts the authority of parents in the education, 

351 E.g. , 83 Fed. Reg. at 25,525 (providing that the Proposed Rule would “increase transparency and 
assurances that taxpayer dollars are being used as Congress intended . . . [and would] mitigate confusion 
about what services the Federal government supports and funds”). 
352 Id. 
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nurture, and supervision of their children; (3) helps the family perform its functions; (4) affects 
disposable income or poverty of families and children; (5) if the regulatory action financially 
impacts families, are justified; (6) may be carried out by State or local government or by the 
family; and (7) establishes a policy concerning the relationship between the behavior and 
personal responsibility of youth and the norms of society.  If the agency determines that the 353

rule will, in fact, impact family well-being, then it must prepare an impact assessment to address 
criteria specified in the law.  
 
The Department states that the proposed rule will ‘not negatively affect family well-being.”  354

However, it provides absolutely no evidence or justification for that position, and available 
evidence shows that it is significantly off base. A policy that radically undermines people’s 
access to affordable family planning services will have a detrimental impact on family well-being, 
including but not limited to affecting the financial stability and disposable income of families and 
interfering in parents’ upbringing of their children. In fact, research has shown the opposite. For 
example:  
 

● Historical research has linked granting unmarried women early legal access to the pill (at 
age 17 or 18, rather than 21), to their attainment of postsecondary education and 
employment, increased earning power and a narrowing of the gender gap in pay, and 
later, more enduring marriages. 

 
● Unplanned births are tied to increased conflict and decreased satisfaction in 

relationships and with elevated odds that a relationship will fail. 
 

● Contraceptive access and consistent method use may also affect mental health 
outcomes by allowing couples to plan the number of children in their family.  

 
● People are relatively less likely to be prepared for parenthood and develop positive 

parent-child relationships if they become parents as teenagers or have an unplanned 
birth. Close birthspacing and larger family size are also linked with parents’ decreased 
investment in their children. All of this, in turn, may influence children’s mental and 
behavioral development and educational achievement.   355

 
Moreover, the Department’s own Guidelines for Regulatory Impact Analysis  suggest that the 356

Proposed Rule will result in changes in Quality Adjusted Life Years (QALYs) as a measure of 

353 Treasury and General Government Appropriations Act, 1999, Public Law 105–277, sec. 654, 112 Stat. 
2681, 2681–528–2681–530 (1998).  
354 83 Fed. Reg. at 25527 
355 Sonfield A et al., The Social and Economic Benefits of Women’s Ability to Determine Whether and 
When to Have Children, New York: Guttmacher Institute, 2013, available at 
https://www.guttmacher.org/sites/default/files/report_pdf/social-economic-benefits.pdf. 
356 U.S. Department of Health and Human Services, Office of the Assistant Secretary for Planning and 
Evaluation, Guidelines For Regulatory Impact Analysis (2016), available at 
https://aspe.hhs.gov/system/files/pdf/242926/HHS_RIAGuidance.pdf. 
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well being. The Department suggests that a QALY should be valued at about $230,000. Since 
increased unintended pregnancies undoubtedly reduces QALYs, the Proposed Rule would only 
need to have an impact of 435 QALYs to, by itself, amount to a cost of more than $100 million, 
the results of the Proposed Rule would far exceed this cost. 
 
The Department itself acknowledged in a 1993 proposed rule issued on Title X that it is, in fact, 
encouraging and facilitating access to family planning care and to all necessary referrals that 
benefits family well-being. The Department stated at that time that leaving important decisions 
about reproductive health care to families and individuals would: “promote the stability of the 
family, support parental influence, reduce governmental intrusion on family activities, enhance 
the role and autonomy of the family in decision-making, and require less Federal involvement in 
monitoring activities . . . . The rules . . .  below also support the message to young people that 
they should engage in responsible decisionmaking about their reproductive health and choices.”

 The Department is required to explain its abrupt change of course, particularly given the 357

evidence to the contrary laid out above. Therefore, the Department must perform a complete 
assessment of the rule’s effect on family well-being prior to moving forward with the policy or 
much more adequately explain its failure to do so. 
 

****** 
 
For all of these reasons and more, Planned Parenthood urges the Department to put the health 
and lives of all people in this country—including women, people of color, young people, and 
LGBTQ communities—first and foremost and work towards fulfilling, rather than undermining, 
the Department’s responsibility of ensuring that the American people can access high-quality 
care at affordable prices. Therefore, we strongly recommend that you withdraw the proposed 
rule. 
 
 
Respectfully, 

  
Dana Singiser 
Vice President of Public Policy and Government Relations 
Planned Parenthood Action Fund 
Planned Parenthood Federation of America 
1110 Vermont Avenue NW, Suite 300 
Washington, DC 20005 
 

357 58 Fed. Reg. 7185, 7465 (Feb. 5, 1993). 
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July 31, 2018 
 
The Honorable Alex Azar 
Secretary 
U.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 
 
Re: HHS-OS-2018-0008; Compliance with Statutory Program Integrity Requirements 
 
Dear Secretary Azar: 
 
The American Academy of Pediatrics and the Society for Adolescent Health and Medicine write in 
response to the proposed rule, “Compliance with Statutory Program Integrity Requirements” (Proposed 
Rule), published in the Federal Register on June 1, 2018 by the Department of Health and Human 
Services (HHS). The Proposed Rule would fundamentally alter the Title X Family Planning Program (Title 
X), and put at risk nearly 50 years of progress in public health. 
 
The American of Pediatrics (AAP) is a non-profit professional organization of 67,000 primary care 
pediatricians, pediatric medical sub-specialists, and pediatric surgical specialists dedicated to the health, 
safety, and well-being of infants, children, adolescents, and young adults. Reproductive health care is a 
necessary component of overall health care for adolescents and young adults, and the AAP is committed 
to ensuring access to this care, including family planning services, sexual health screenings, and 
contraception. Pediatricians believe that the Title X Family Planning Program is critical to the goal of 
securing access to these services for this population, providing low-cost or no-cost access to 
reproductive health care for adolescents and low-income young adults and ensuring that cost and 
confidentiality are not barriers to care for this population. The AAP believes that Title X has been of 
enormous benefit to this population for over four decades.   
 
The Society for Adolescent Health and Medicine (SAHM) is a multidisciplinary organization that 
promotes optimal health, well-being, and equity for all adolescents and young adults by supporting 
adolescent health and medicine professionals through the advancement of clinical practice, care 
delivery, research, advocacy, and professional development. SAHM is keenly aware of the vital role the 
Title X Family Planning Program has played in making sure that adolescents and young adults, especially 
those with low incomes, are able to receive the full spectrum of family planning services, including 
contraception and other services such as testing and treatment for sexually transmitted infections (STIs) 
and cancer screening that are essential to protecting their health. 
 
The Proposed Rule undermines the patient-provider relationship. Contrary to the preamble of the 
Proposed Rule, which states that “the new regulations would contribute to more clients being served, 
gaps in service being closed, and improved client care that better focuses on the family planning mission 
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of the Title X program,”1 the proposed changes to the program would jeopardize access to family 
planning and preventive health care for more than four million low-income women, men, and 
adolescents, and put at risk patient access to high-quality care. We therefore call for the Proposed Rule’s 
immediate and complete withdrawal. 
 
I. The Title X Family Planning Program plays a critical role in our nation’s public health safety 

net.  
 

As the only federal grant program dedicated exclusively to providing low-income patients with essential 
family planning and preventive health services and information, Title X plays a vital role in ensuring that 
safe, timely, and evidence-based care is available to women, men, and adolescents, regardless of their 
financial circumstances. Rates of adverse reproductive health outcomes are higher among low-income 
women and women of color, and unintended pregnancy rates are highest among those least able to 
afford contraception.2 According to the HHS Office of Population Affairs website, “Access to quality 
family planning and reproductive health services is integral to overall good health for both men and 
women. Few health services are used as universally. In fact, more than 99 percent of women aged 15–
44 who have ever had sexual intercourse have used at least one contraceptive method.”3  
 
In addition to pregnancy prevention, Title X projects meet other reproductive health needs. In 2016, 
Title X projects provided nearly five million STI tests, more than 700,000 Pap tests, and 900,000 clinical 
breast exams.4 Further, it is estimated that in 2010 alone, services provided by Title X projects helped 
avert 53,450 chlamydia infections, 8,810 gonorrhea infections, 250 HIV infections, and 6,920 cases of 
pelvic inflammatory disease.5 
 
Unintended pregnancy and STIs are of particular concern for adolescents and young adults. Among 15-
19 year-olds, three quarters of pregnancies are unintended as are nearly 60 percent of pregnancies 
among 20-24 year-olds.6 Teen-aged birth rates in the United States have declined to the lowest rates 
seen in seven decades yet still rank highest among industrialized countries.7 Research suggests that the 
decline is largely due to increased use of contraception.8 Youth are also disproportionately impacted by 
STIs. Data from the Centers for Disease Control and Prevention indicate that adolescents and young 

                                                           
1 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25505. 
2 Access to contraception. Committee Opinion No. 615. American College of Obstetricians and Gynecologists. 
Obstet Gynecol 2015;125:250–5. 
3 Family Planning Guidelines. Office of Population Affairs. Department of Health and Human Services. 
https://www.hhs.gov/opa/guidelines/program-guidelines/index.html  
4 Fowler CI, Gable J, Wang J, Lasater B. Family Planning Annual Report: 2016 national summary. Research Triangle 
Park, NC: RTI International (August 2017). https://www.hhs.gov/opa/sites/default/files/title-x-fpar-2016-
national.pdf  
5 Sonfield A. Beyond Preventing Unplanned Pregnancy: The Broader Benefits of Publicly Funded Family Planning 
Services. Guttmacher Policy Review 17, issue 4 (2014). 
https://www.guttmacher.org/sites/default/files/article_files/gpr170402.pdf.  
6 Finer LB, Zolna MR. Declines in Unintended Pregnancy in the United States, 2008-2011. N Eng J Med 2016 Mar 
3;374(9):843-52. doi: 10.1056/NEJMsa1506575. 
7 Santelli JS, Song X, Garbers S, Sharma V, Viner RM. Global Trends in Adolescent Fertility, 1990-2012, in Relation to 
National Wealth, Income Inequalities, and Educational Expenditures. J Adolesc Health 2017 Feb;60(2):161-168. doi: 
10.1016/j.jadohealth.2016.08.026. Epub 2016 Nov 15. 
8 Lindberg L, Santelli J, Desai S. Understanding the Decline in Adolescent Fertility in the United States, 2007-2012. J 
Adolesc Health 2016 Nov;59(5):577-583. doi: 10.1016/j.jadohealth.2016.06.024. Epub 2016 Aug 29. 
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adults account for half of all STI diagnoses in the United States despite only making up a quarter of the 
sexually active population.9 Sixty-five percent of reported chlamydia and 50 percent of reported 
gonorrhea cases occur among 15-24 year-olds.10 Untreated STIs can lead to long-term reproductive 
health consequences. Pregnancy and birth are significant contributors to high school dropout rates 
among female youth; only approximately 50 percent of teen-aged mothers earn a high school diploma 
by 22 years of age versus approximately 90 percent of females who did not give birth during 
adolescence.11 Title X not only improves the health and lives of women and their families and enables 
them to achieve greater educational, financial, and professional success and stability. It also saves 
taxpayer dollars. Taxpayers save an estimated $7.09 for every dollar invested in the Title X program.12  
 
If implemented, the Proposed Rule would limit access to vital preventive services for the more than four 
million patients seeking care annually at a Title X project, including many adolescents and young adults, 
increasing rates of unplanned pregnancy and other adverse sexual and reproductive health outcomes, 
undermining public health and turning back the clock on women’s health. 
 
II. The Proposed Rule would interfere with the patient-provider relationship and restrict the 

information available to patients. 
 

The provision of safe and quality medical care relies on a strong patient-provider relationship free from 
political interference. Patients expect medically accurate, comprehensive information from their 
providers; this dialogue is imperative to the integrity of the patient-provider relationship. If 
implemented, the Proposed Rule would drive a wedge between patients and their providers by placing 
restrictions on the counseling and referrals that can be provided to patients, in some instances directing 
providers to withhold information critical to patient decision-making.  
 
Specifically, the Proposed Rule removes requirements that patients be offered nondirective counseling 
on the full range of reproductive health options, instead placing vague and confusing restrictions on the 
counseling that can be provided to patients.13 In addition, the Proposed Rule directs providers to 
withhold full and accurate information and to include referrals to providers that do not offer the service 
requested by the patient.14 For example, the Proposed Rule requires that even those patients who 
specifically state their intention to obtain an abortion must be given a list of referrals that includes 
providers who do not offer abortions and that does not identify those who do, stating: “The list shall not 
identify the providers who perform abortion as such.”15 This obstacle to nondirective options counseling 
conflicts with medical practice guidelines, including those of the American Academy of Pediatrics.16 The 

                                                           
9 Centers for Disease Control and Prevention. STDs in Adolescents and Young Adults. 
https://www.cdc.gov/std/stats16/adolescents.htm.  
10 Centers for Disease Control and Prevention. Sexually Transmitted Disease Surveillance 2015. Atlanta, GA:US 
Department of Health and Human Services; 2016. www.cdc.gov/std/stats15/default.htm. 
11 Perper K, Peterson K, Manlove J. Diploma Attainment Among Teen Mothers. Fact Sheet. Publication #2010-01. 
Washington, DC: Child Trends; 2010.   
12 Frost JJ et al., Return on Investment: A Fuller Assessment of the Benefits and Cost Savings of the US Publicly 
Funded Family Planning Program. Milbank Quarterly 2014 Dec;92(4):696–749. 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4266172/. 
13 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25530. 
14 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25531. 
15 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25531. 
16 Hornberger LL and AAP Committee on Adolescence. Diagnosis of Pregnancy and Providing Options Counseling 
for the Adolescent Patient. Pediatrics 2017 Dec 140(3):e20172273. 
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Proposed Rule would also require Title X providers to refer all pregnant patients to “appropriate 
prenatal and/or social services (such as prenatal care and delivery, infant care, foster care, or 
adoption)”17 even if the patient has indicated a clear decision to terminate her pregnancy. 
 
Access to medically accurate, comprehensive guidance based on a clinician’s expertise, experience, and 
best judgment is of particular importance for adolescents, and interference in the relationship between 
a provider and an adolescent patient is highly concerning. Adolescents may experience heightened 
obstetric risk as compared with women who experience pregnancy at a later age.18 Several studies have 
found that adolescents are at a higher risk of complications, such as preterm delivery, small-for-
gestational-age infants, and neonatal death, though the evidence is inconclusive. However, the 
psychosocial risks associated with adolescent parenting are well-established, including a lower likelihood 
of adolescent mothers receiving a high school diploma, an increased chance of living in poverty during 
adulthood, poorer academic performance and increased likelihood of dropping out of high school 
among children of adolescent mothers, and increased risk for daughters of adolescent mothers to 
become adolescent mothers themselves.19 Given the weight of the evidence and the serious 
implications of adolescent pregnancy and parenthood, it is critical that health care providers be able to 
engage in open dialogue around the health risks and potential outcomes of adolescent pregnancy.   
 
Moreover, the restrictions on counseling and referral information that can be shared by Title X providers 
may put them at increased risk of medical liability. The decision in the case of Wickline v. State of 
California found that “it is no defense in a medical liability case to argue that physicians simply have 
followed a payer’s instructions.”20 By restricting the provision of clear, direct referrals to patients, the 
patient is faced with unnecessary barriers and delayed access to care, putting the patient at risk of 
undiagnosed medical conditions, and placing Title X providers at elevated risk of liability.   
 
Efforts to regulate the way in which Title X providers talk to their patients are inappropriate and prevent 
access to complete and accurate medical information necessary to ensure that patients are able to make 
timely, fully informed medical decisions. We reject this intrusion into the patient-provider relationship. 
 
III. The Proposed Rule threatens patient confidentiality, will cause harm to patients, and will lead 

patients to avoid seeking care. 
 
Family planning services address some of the most sensitive and personal issues in health care and 
therefore require strong confidentiality protections. Patients seeking family planning services 
encompass a broad spectrum of patient populations.21 Certain groups, including adolescents and young 
adults and people at risk of domestic or intimate partner violence, have special privacy concerns that 

                                                           
17 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25531. 
18 Hornberger LL and AAP Committee on Adolescence. Options Counseling for the Pregnant Adolescent Patient. 
Pediatrics. 2017;140(3):e20172274. 
19 Hornberger LL and AAP Committee on Adolescence. Options Counseling for the Pregnant Adolescent Patient. 
Pediatrics. 2017;140(3):e20172274. 
20 Rosenbaum S et al. The Title X Family Planning Proposed Rule: What’s at Stake for Community Health Centers? 
Health Affairs Blog, June 25, 2018.DOI: 10.1377/hblog20180621.675764.  
21 Gold RB. A New Frontier in the Era of Health Reform: Protecting Confidentiality for Individuals Insured as 
Dependents. Guttmacher Policy Review 2013; 16(4):2. 
https://www.guttmacher.org/pubs/gpr/16/4/gpr160402.pdf.  
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require particularly strong protection.22 The Title X confidentiality regulations23 are among the strongest 
in current law, and research shows these confidentiality protections are one of the reasons individuals 
choose to seek care at Title X sites.24 The current regulations contain exceptions that allow health 
providers to disclose patient information without documented consent only if necessary to provide 
services to the patient or if the disclosure is required by law; but even then appropriate safeguards for 
confidentiality must be in place.25  
 
The need for Title X’s strong confidentiality protections is supported by both research and medical 
practice standards. Of particular relevance, the Title X confidentiality protections are grounded in 
research about the effect of confidentiality on patients’ health care access. Decades of research findings 
have shown that privacy concerns influence the behavior of patients, particularly adolescents and young 
adults, with respect to whether they seek care, where they do so, which services they accept, and how 
candid they are with their health care providers.26 Adolescents are especially concerned about 
disclosures to their parents of their use of family planning services: numerous studies demonstrate that 
requiring parental notification would drive minors out of family planning clinics and away from critical 
health care including contraception and testing and treatment for STIs. 27 
 
Cognizant of the key role confidentiality plays in access to health care and in the provision of high quality 
health care services, numerous medical organizations have issued ethical guidelines, practice standards, 
and policy statements highlighting the necessity of protecting confidentiality for adolescents. More than 
20 organizations of medical and health care professionals have issued such documents, many of which 
specifically address family planning services.28 In particular, the organizations of medical and health 
professionals most often directly involved in the care of adolescents, such as the American Academy of 

                                                           
22 Ford C, English A, Sigman G. Confidential Health Care for Adolescents: Position Paper of the Society for 
Adolescent Medicine. J Adoles Health 2004;35(2):160–167; National Consensus Guidelines on Identifying and 
Responding to Domestic Violence Victimization in Health Care Settings. San Francisco: Family Violence Prevention 
Fund, 2004. http://www.futureswithoutviolence.org/userfiles/file/HealthCare/consensus.pdf.  
23 42 C.F.R. § 59.11. 
24 Frost JJ, Gold RB, Bucek A. Specialized Family Planning Clinics in the United States: Why Women Choose Them 
and Their Role in Meeting Women’s Health Care Needs. Women’s Health Issues 2012;22: e519-e525. 
25 42 C.F.R. § 59.11. 
26 Burke PJ et al.  Sexual and Reproductive Health Care: A Position Paper of the Society for Adolescent Health and 
Medicine. J Adolesc Health 2014;: 491-496, 
https://www.adolescenthealth.org/SAHM_Main/media/Advocacy/Positions/Apr-14-Sexual-Repro-Health.pdf; 
Salganicoff A, Ranji U, Beamesderfer A, Kuran N. Women and Health Care in the Early Years of the ACA: Key 
Findings from the 2013 Kaiser Women’s Health Survey. Menlo Park, CA: Henry J. Kaiser Family Foundation, May 
2014: 28, 38-39, https://kaiserfamilyfoundation.files.wordpress.com/2014/05/8590-women-and-health-care-in-
the-early-years-of-the-affordable-care-act.pdf.  
27 Reddy DM, Fleming R, Swain C. Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual 
Health Care Services. JAMA 2002;288(6):710–714; Jones RK, et al. Adolescents’ Reports of Parental Knowledge of 
Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated Parental Notification for Prescription 
Contraception. JAMA 2005;293(3):340–348; Fuentes L, Ingerick M, Jones R, Lindberg L. Adolescents’ and Young 
Adults’ Reports of Barriers to Confidential Health Care and Receipt of Contraceptive Services. J Adolesc Health 
2018;62(1):36-43; Leichliter JS, Copen C, Dittus PJ. Confidentiality Issues and Use of Sexually Transmiiteed Disease 
Sservices Among Sexually Experienced Persons Aged 15-25 Years – United States, 2013-2015. MMWR Morb Mortal 
Wkly Rep 2017;66:237-241. DOI: http://dx.doi.org/10.15585/mmwr.mm6608a1.  
28 Policy Compendium on Confidential Health Services for Adolescents, 2d Ed. Chapel Hill, NC: Center for 
Adolescent Health & the Law, 2005. http://www.cahl.org/PDFs/PolicyCompendium/PolicyCompendium.pdf.  
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Pediatrics and the Society for Adolescent Health and Medicine, have repeatedly stressed the importance 
of confidentiality.29   
 
The Proposed Rule undermines patient confidentiality and access to care in two primary ways: by 
exerting increased and inappropriate pressure on adolescent patients and their Title X providers to 
involve family members including parents or guardians in virtually all cases; and by inserting the HHS 
Secretary improperly into the enforcement of state reporting laws, impacting all Title X patients. 
 
Congress already requires that Title X providers encourage family participation “where practicable.”30 
Title X providers, guided by their expertise, training, and experience, as well as extensive practice 
standards and recommendations, already assist adolescents to involve their families in decisions about 
family planning services and other key health care matters when realistic and appropriate. For example, 
the AAP highly encourages the involvement of families in the care of adolescents and young adults as 
much as possible but recognizes that the confidential provision of sexual and reproductive health care 
services is important and makes adolescents more likely to access health care, communicate about 
sensitive topics openly with the provider, and return for follow-up care.31 
 
As a consequence, most adolescents already involve their families in decisions about family planning or 
seek family planning services with their parents’ or guardians’ knowledge.32 However, when taking a 
health history, careful clinicians sometimes learn of circumstances (short of abuse) in a minor’s family 
that make it not “practicable,” or unrealistic or even harmful, to encourage the minor to involve their 
parents or guardian. In these situations, they should not be required to take “specific actions” to 
encourage the minor to do so (and then document those specific actions) as the Proposed Rule 
requires.33 Doing so is not only contrary to medical ethics, but it also undermines the relationship 
between the minor and the health care professional and is likely to drive some minors away from 
returning for critical health care services, including contraception and testing and treatment for sexually 
transmitted infections.34 
                                                           
29 E.g., Contraception for Adolescents. Committee on Adolescence. Pediatrics. Sep 2014, peds.2014-2299; DOI: 
10.1542/peds.2014-2299; Ford C, English A, Sigman G. Confidential Health Care for Adolescents: Position Paper of 
the Society for Adolescent Medicine. J Adoles Health 2004;35(2):160–167. Burstein GR, Blythe MJ, Santelli JS, 
English A. Confidentiality Protections for Adolescents and Young Adults in the Health Care Billing and Insurance 
Claims Process,” J Adolesc Health 2016; 58:374-377. 
30 42 U.S.C. 300. 
31 Marcell AV, Burstein GR, AAP COMMITTEE ON ADOLESCENCE. Sexual and Reproductive Health Care Services in 
the Pediatric Setting. Pediatrics. 2017;140(5):e20172858; Ford CA, Millstein SG, Halpern-Felsher BL, Irwin CE Jr. 
Influence of Physician Confidentiality Assurances on Adolescents’ Willingness to Disclose Information and Seek 
Future Health Care. A Randomized Controlled Trial. JAMA 1997;278(12):1029–1034.pmid:9307357. 
32 Diane M. Reddy, Raymond Fleming, and Carolyne Swain, “Effect of Mandatory Parental Notification on 
Adolescent Girls’ Use of Sexual Health Care Services,” JAMA 288, no. 6 (2002): 710–714; Rachel K. Jones, et al., 
“Adolescents’ Reports of Parental Knowledge of Adolescents’ Use of Sexual Health Services and Their Reactions to 
Mandated Parental Notification for Prescription Contraception,” JAMA 293, no. 3 (2005): 340–348; Liza Fuentes, 
Meghan Ingerick, Rachel Jones, and Laura Lindberg, “Adolescents’ and Young Adults’ Reports of Barriers to 
Confidential Health Care and Receipt of Contraceptive Services,” Journal of Adolescent Health 62, no. 1 (2018):36-
43. 
33 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25530. 
34 Reddy DM, Fleming R, Swain C. Effect of Mandatory Parental Notification on Adolescent Girls’ Use of Sexual 
Health Care Services. JAMA 2002;288(6):710–714; Jones RK, et al. Adolescents’ Reports of Parental Knowledge of 
Adolescents’ Use of Sexual Health Services and Their Reactions to Mandated Parental Notification for Prescription 
Contraception. JAMA 2005;293(3):340–348; Fuentes L, Ingerick M, Jones R, Lindberg L. Adolescents’ and Young 
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Not only does the Proposed Rule impose excessive requirements related to encouraging family 
involvement, it would empower HHS to engage in compliance efforts with respect to state reporting 
laws that exceed the purview of HHS. This could lead to incorrect reporting and confusion by medical 
providers in ways that would lead adolescent patients to avoid seeking care. 
 
Title X providers are required by state law to comply with a variety of reporting requirements, including 
child abuse reporting laws. Professionals providing services in Title X-funded sites are aware of these 
reporting obligations, receive regular training on them, and make reports to comply with these 
requirements. Health care professionals take seriously not only their reporting obligations but also their 
obligations to their patients to protect them from real risks of exploitation and abuse.35   
 
The reporting laws are complex, nuanced, and varied and are enforced by state authorities. Some state 
laws include both specific requirements that clearly trigger an obligation to make a report and others 
that allow for the exercise of discretion by health care professionals. For example, determinations of 
“reasonable suspicion” and “likelihood of harm” may be within the purview of health care providers 
who are mandated reporters.36 However, the Proposed Rule gives HHS substantial oversight over 
compliance by Title X providers with these complicated state reporting requirements, and the authority 
to impose harsh penalties if HHS (not the state) believes a Title X project is out of compliance.37  
 
 Given the complexity, nuances, and variations, HHS has not and should not oversee compliance with 
state (or local) reporting laws, as doing so is both outside HHS’ authority and expertise and is likely to 
harm patients. Nevertheless, the Proposed Rule would prohibit projects from receiving Title X funds 
unless the project provides “appropriate documentation or other assurance satisfactory to the 
Secretary” of HHS that it has met the compliance requirements38 and states that continuation of funding 
“is contingent upon demonstrating to the satisfaction of the Secretary” that the requirements have 
been met.39 
 
Providers should use their best clinical judgment about the right time to ask adolescents about 
victimization as it can take time to develop a relationship of trust between a provider and a patient who 
has been victimized. The Proposed Rule requires that, irrespective of state requirements, Title X entities 
commit to “conduct a preliminary screening” of all teens who present with an STD or pregnancy in order 
to rule out victimization of a minor. Requiring a provider to affirmatively rule out victimization, even 
when there is no indication of abuse, has the real potential to leave a patient feeling stigmatized and 
judged simply for seeking family planning care. Patients who feel judged by their health care provider 
are less likely to return for care.      

                                                                                                                                                                                           
Adults’ Reports of Barriers to Confidential Health Care and Receipt of Contraceptive Services. J Adolesc Health 
2018;62(1):36-43. 
35 Protecting Adolescents: Ensuring Access to Care and Reporting Sexual Activity and Abuse—Position Paper of the 
American Academy of Family Physicians, American Academy of Pediatrics, American College of Obstetricians and 
Gynecologists, Society for Adolescent Health and Medicine. Journal of Adolescent Health 2004;35(5):420-423. 
36 See e.g. Rebecca Gudeman and Erica Monasterio, Mandated Child Abuse Reporting Law: Developing and 
Implementing Policies and Training. National Center for Youth Law and Family Planning National Training Center 
for Service Delivery, 2014, http://www.cardeaservices.org/documents/resources/Mandated-Child-Abuse-
Reporting-Law-GUIDE-20140619.pdf.  
37 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25532-25533. 
38 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25532-25533. 
39 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25533. 
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The increased oversight by HHS, together with the addition of new requirements to collect and 
document specific information in Title X records, is likely to cause Title X providers to conduct screenings 
and make reports to authorities against their best clinical judgment, which will harm patients and 
undermine the provider-patient relationship, driving some patients away from critical health services. It 
also turns health care providers into interrogators and directs Title X funds toward unduly excessive 
policing and record-keeping, rather than toward providing evidence-based care. 
 
Collectively, the onerous and invasive requirements undermine trust in the provider-patient relationship 
and could cause patients to avoid seeking care in Title X settings, if they seek care at all. AAP and SAHM 
are deeply committed to protecting adolescent and young adult patients who may be victims of abuse 
or other criminal activity and our members who are health care professionals take their roles as 
mandatory reporters very seriously. None of these goals can be achieved if the trust our patients have in 
their providers is so eroded by unnecessary and prescriptive regulations that patients are no longer 
comfortable seeking care at all. It is unclear why HHS is trying to inject itself even more into the realm of 
state law enforcement and to create these additional, unnecessary hurdles for patients and for Title X 
entities that are already required to ensure their compliance with reporting requirements. There is no 
evidence that they are not doing so.  
 
IV. The Proposed Rule undermines access to the most effective evidence-based family planning 

methods. 
 
Title X has contributed to the dramatic decline in the unintended pregnancy rate in the United States, 
now at a 30-year low.40 Improved access to contraception and information for adolescents, including 
those served by Title X projects, has contributed to a record low teen pregnancy rate.41 The services 
provided by Title X projects help prevent nearly one million unintended pregnancies each year.42 The 
Proposed Rule threatens to reverse this historic progress.  
 
The Proposed Rule removes the requirement that methods of family planning be “medically approved,” 
instead placing increased emphasis on the provision of natural family planning and “other fertility-
awareness based methods.”43 Indeed, the Proposed Rule encourages the inclusion of more providers 
within a Title X project that only offer a single method or very limited methods, and shows a clear 
preference for organizations providing these less effective methods. Thus, the Proposed Rule would 
permit entities to participate in Title X that refuse to provide the broad range of contraceptive methods 
that have been a core part of Title X-funded services since the program’s inception, putting at risk access 
to the most effective forms of contraception, such as long-acting reversible contraception (LARC).44 
Limiting access to the most effective methods of family planning is especially harmful to adolescents and 
young adults, an age group in which LARC and other hormonal contraceptive methods have been 

                                                           
40 Finer LB, Zolna MR, Declines in Unintended Pregnancy in the United States, 2008–2011. N Engl J Med 2016; 
374:843–852.   
41 Martin JA, Hamilton BE, Osterman MJ, Driscoll AK, Drake P. (2018). Births: Final data for 2016. Hyattsville, MD: 
National Center for Health Statistics. https://www.cdc.gov/nchs/data/nvsr/nvsr67/nvsr67_01.pdf – PDF. 
42 Guttmacher Institute. Fact Sheet: Publicly Funded Family Planning Services in the United States. September 
2016. Available at https://www.guttmacher.org/sites/default/files/factsheet/fb_contraceptive_serv_0.pdf  
43 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25530. 
44 Secura G et al., The Contraceptive CHOICE Project: Reducing Barriers to Long-Acting Reversible Contraception. 
Am J Obstet Gynecol. 2010 Aug; 203(2): 115.e1–115.e7. http://doi.org/10.1016/j.ajog.2010.04.017  
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associated with decreased rates of teen and unintended pregnancy.45 Additionally, this provision of the 
Proposed Rule directly contravenes AAP and SAHM policy regarding contraception for adolescents. It is 
AAP and SAHM policy that adolescents have access to the full range of contraceptive services that are 
safe and appropriate for them, including the most highly effective LARC.46 
 
The preamble of the Proposed Rule appears to justify this new emphasis by stating that “it has become 
increasingly difficult and expensive for a Title X project to offer all acceptable and effective forms of 
family planning.”47 However, the Proposed Rule does not provide evidence to support this statement. In 
fact, a recent study by the Kaiser Family Foundation and George Washington University found that Title 
X-funded health centers are far more likely than non-Title X-funded health centers to provide effective 
family planning methods onsite and to offer services associated with high quality care.48  
 
All people seeking care from Title X projects, including adolescents and young adults, should have access 
to the contraceptive method that works best for their individual circumstances. We are concerned that 
the Proposed Rule lowers the threshold on the contraceptive services available at Title X-funded sites, 
restricting access to safe and effective contraception, and negatively impacting the quality of care 
provided to patients. If implemented, the Proposed Rule threatens to reverse decades of progress, 
including our nation’s historic achievements in reducing unplanned and teen pregnancy rates. 
 
V. The Proposed Rule excludes qualified providers, putting at risk access to quality family 

planning services for millions of patients. 
 
The Proposed Rule seeks to exclude certain qualified providers from the Title X program by imposing a 
broad range of financially and administratively burdensome regulatory requirements that are 
completely unrelated to the goals of the Title X program, putting at risk access to critical primary and 
preventive care services for more than 40 percent, or nearly two million Title X patients.49 The 
government has no role in picking and choosing among qualified providers.  
 
When qualified providers are excluded from publicly funded programs serving low-income patients, 
other providers are unable to adequately fill the gap, creating barriers to care for patients. When certain 
qualified providers were excluded from a state program serving low-income patients, the number of 

                                                           
45 Secura GM, Madden T, McNicholas C, Mullersman J, Buckel CM, Zhao Q, Peipert JF Provision of No-cost, Long-
acting Contraception and Teenage Pregnancy. N Engl J Med 2014 Oct 2;371(14):1316-23. doi: 
10.1056/NEJMoa1400506. Ricketts S, Klingler G, Schwalberg R. Game Change in Colorado: Widespread Use of 
Long-acting Reversible Contraceptives and Rapid Decline in Births Among Young, Low-income Women. Persp Sex 
Reprod Health 2014 Sep;46(3):125-32. doi: 10.1363/46e1714. Epub 2014 Jun 24. 
46 AAP Committee on Adolescence. Contraception for Adolescents. Pediatrics. 2014. doi:10.1542/peds.2014-2299; 
Burke PJ et al.  Sexual and Reproductive Health Care: A Position Paper of the Society for Adolescent Health and 
Medicine. J Adolesc Health 2014;: 491-496, 
https://www.adolescenthealth.org/SAHM_Main/media/Advocacy/Positions/Apr-14-Sexual-Repro-Health.pdf. 
47 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25516. 
48 Wood SF et al., George Washington University. Community Health Centers and Family Planning in an Era of 
Policy Uncertainty. Kaiser Family Foundation. March 2018. http://files.kff.org/attachment/Report-Community-
Health-Centers-and-Family-Planning-in-an-Era-of-Policy-Uncertainty  
49 Frost J, Frohwirth L, Blades N, Zolna M, Douglas-Hall, A, Bearak, J. Publicly Funded Contraceptive Services at U.S. 
Clinics, 2015. Guttmacher Institute. April 2017. 
https://www.guttmacher.org/sites/default/files/report_pdf/publicly_funded_contraceptive_services_2015_3.pdf  
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women using the most effective methods of birth control decreased by 35 percent and the number of 
births covered by Medicaid increased by 27 percent.50  
 
When qualified providers in rural and medically underserved communities are forced to close, public 
health suffers. In addition to losing access to family planning services, communities also lose access to 
STI testing and treatment. In 2015, closure of a qualified provider in a rural midwestern town coincided 
with an alarming HIV outbreak, with reduced access to HIV testing that could have minimized or even 
prevented the outbreak.51 
 
The Proposed Rule would exacerbate racial and socioeconomic disparities in access to care by leaving 
Title X patients, who are disproportionately black and Latinx, without alternate sources of care. It would 
also limit access to Title X sites for young low-income patients who have few other options. Restricting 
access to qualified providers will increase rates of unplanned pregnancy, pregnancy complications, and 
undiagnosed medical conditions, leaving patients worse off than they are today. 
 
VI. The Proposed Rule redefines “low-income family” to fill a contraceptive coverage gap created 

by the administration’s own actions. 
 
The Proposed Rule would redefine “low-income family” to include women whose employer-based 
health insurance coverage does not cover contraception due to the employer’s religious or moral 
objections.52 The Affordable Care Act requires that all non-grandfathered health plans cover an HHS-
designated list of women’s preventive services, which includes contraceptive services. The 
administration created a significant gap in that coverage in its interim final rules of October 13, 2017, 
regarding religious53 and moral54 objections to contraceptive coverage, which allow virtually any 
employer to claim an exemption from the contraceptive coverage requirement.  
 
The Proposed Rule’s expanded definition would potentially require Title X providers to fill that gap and 
provide free contraceptive services to women of all incomes. The Title X program is already 
underfunded, and the Proposed Rule would result in even fewer resources to serve low-income 
patients, including adolescents and young adults.  
 
VII. The Proposed Rule radically changes the Title X program and jeopardizes public health and the 

health of adolescents and young adults. 
 
Policy decisions about public health must be firmly rooted in science, and increase access to safe, 
effective, and timely care. The Proposed Rule would interfere with the patient-provider relationship, 
exacerbate disparities for low-income and minority women, men, and adolescents, and harm patient 
                                                           
50 Stevenson AJ, Flores-Vazquez IM, Allgeyer RL, Schenkkan P, Potter JE. Effect of Removal of Planned Parenthood 
from the Texas Women's Health Program. N Engl J Med. 2016 Mar 3;374(9):853-60. DOI: 
10.1056/NEJMsa1511902. 
51 Peters PJ, Pontones P, Hoover KW, Patel MR, Galang RR, Shields J, et al. Indiana HIV Outbreak Investigation 
Team. HIV Infection Linked to Injection use of Oxymorphone in Indiana, 2014-2015. N Engl J Med 2016; 375:229-
239. DOI: 10.1056/NEJMoa1515195. 
52 Compliance with Statutory Program Integrity Requirements, 83 Fed. Reg. at 25530. 
53 Religious Exemptions and Accommodations for Coverage of Certain Preventive Services under the Affordable 
Care Act. 82 Fed. Reg. at 47792 (October 13, 2017). 
54 Moral Exemptions and Accommodations for Coverage of Certain Preventive Services under the Affordable Care 
Act. 82 Fed. Reg. at 47838 (October 13, 2017). 
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health. In particular the Proposed Rule would harm the health of young patients by limiting 
confidentiality protections and driving them away from care. 
 
We urge HHS to immediately withdraw the Proposed Rule. Thank you for your full consideration of our 
comments. 
 
Sincerely,  
 
 
 
Colleen A. Kraft, MD, FAAP    Deborah Christie, PhD, FSAHM 
President      President   
American Academy of Pediatrics   Society for Adolescent Health and Medicine 
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Northeast Valley Health Corporation 

  

+ 	 1172 N. Maclay Avenue 
a californianeAup, center 	San Fernando, CA 91340 

o: (818) 898-1388 
f: (818) 365-4031 

nevhc.org  

 

July 30, 2018 

Secretary Alex Azar 
Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 

RE: Department of Health and Human Services Proposed Rule, "Compliance with Statutory 
Program Integrity Requirements", Docket ID No. HHS-OS-2018-0008 (RIN: 0937-ZA00) 

HEALTH CENTERS 
Canoga Park 
(818) 340-3570 

L.A. Mission College 
(Student Health Center) 
(818) 362-6182 

Maclay Middle School 
(Health Center for Children) 
(818) 897-2193 

Newhall 
(661) 593-7500 

Pacoima 
(818) 896-0531 

Dear Secretary Azar, 

Northeast Valley Health Corporation (NEVHC) is committed to ensuring that all individuals have 
timely access to affordable, high-quality family planning and related services. We are respectfully 
submitting comments on the Department of Health and Human Services (HHS) Notice of Proposed 
Rule (Proposed Rule), "Compliance with Statutory Program Integrity Requirements", Docket ID No. 
HHS-OS-2018-0008 (RIN: 0937-ZA00), related to the Title X federal family planning program. 

San Femando 
(818) 365-8086 

Santa Clarita 	 Established in 1970, Title X is the sole federal program dedicated to funding family planning services 
(661) 673-8800 	 for low-income individuals. Title X supports the delivery of family planning and related services 
Sun Valley 	 including contraception, STD prevention and treatment, pregnancy tests, and life-saving cancer 
(818) 432-4400 	 screenings. According to the Guttmacher Institute, more than $7 billion in taxpayer dollars are saved 

Teen Health Center 	 every year by preventing unintended pregnancies and by early treatment of breast and cervical 

(San Femando High School) 	cancer through Title X health centers nationwide. California's Title X provider network is the largest 
(818) 365-7517 	 in the nation and serves over 1,000,000 low-income individuals throughout the state — over 25% of 

Title X patients nationwide. In California, $1.3 billion is saved annually thanks to public investment in 
Transitions to Wellness 	family planning and related services provided at Title X-funded health centers. Northeast Valley 
& Homeless Mobile Unit 	Health Corporation has provided Title X services since the 1980s. In 2017 we served 10,320 Title X 
(818) 7658656 	

patients throughout our health centers. Our patient population at our Title X sites includes IOW- 
Valencia 	 income and medically underserved women from the San Fernando and Santa Clarita Valleys. 
(661) 287-1551 

Northeast Valley Health Corporation has serious concerns about the Proposed Rule, which if 
implemented, would significantly impede access to time-sensitive family planning and reproductive 
health services. The proposed policy changes in the Proposed Rule are likely to deter patients from 
seeking care at Title X-funded health centers and prevent highly qualified, trusted family planning 
providers from participating in the program. As a result, the Proposed Rule would likely increase 
unintended and teen pregnancy rates and impose additional costs and burdens to California's health 
system. 

For these reasons, and those outlined below, Northeast Valley Health Corporation strongly opposes 
the Proposed Rule changes and requests that HHS maintain Title X program regulations in their 
current form. 

1. Patients need and deserve comprehensive information to make informed decisions about  
their health In a timely manner in order to achieve their reproductive goals and optimal  
health outcomes.  

The Proposed Rule prohibits Title X-funded entities from offering patients referrals for abortion 
services unless patients expressly state they have already decided to have an abortion, and even 
then, only a doctor "may" provide the patient with a list of clinics, without identifying the type of 
services the clinics offer. All other patients are to be provided a list of prenatal providers that do not 
offer abortion services. These proposed requirements contradict medical ethics and the tenet of 
informed consent in health care by forcing providers to withhold or provide incomplete and 
misleading information to their patients. This proposed gag on providers will prevent patients from 
accessing health care in a timely manner, and in turn, lead to negative health outcomes and 
increased costs associated with delays in care. 

Van Nuys Adult 
(818) 988-6335 

Van Nuys Pediatric 
Health & WIC Center 
(818) 778-6240 

DENTAL CENTERS 
(818) 270-9555 

Rainbow 
(Canyon Country) 

San Femando 

Sun Valley 

Teen Health Center 
(San Femando High School) 

Transitions to Wellness 

BEHAVIORAL HEALTH 
(818) 270-9740 

DUI PROGRAM 
(818) 365-2571 

WIC PROGRAM 
(818) 361-7541 
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Patients need and deserve comprehensive information to make informed decisions about their health. Patients 
rely on and trust their health care providers to provide a comprehensive, accurate and unbiased evaluation of 
their condition, along with all available treatment options. The American Medical Association (AMA) states in its 
Code of Medical Ethics, "withholding information without the patient's knowledge or consent is ethically 
unacceptable." The AMA code also states that patients should be informed of all "burdens, risks, and expected 
benefits of all options." The Proposed Rule's censorship on abortion referrals is not only against medical ethics 
and standards of care, it is unnecessary and inappropriate. No other safe and medically approved procedure 
faces the same level of government-sanctioned restrictions. 

The proposed gag on providers will prevent patients from accessing health care in a timely manner - and in 
turn, lead to negative health outcomes and increased costs associated with delays in care. This may also result 
in putting providers at increased medical liability risk. Califomia's highest court determined in their landmark 
decision in Wickline v. State of California "it is no defense in a medical liability case to argue that physicians 
simply have followed a payers instructions." 

Title X-funded family planning providers should not have to choose between a critical funding source 
and accepting provider censorship. 

Title X-funded health centers are the only access points for many low-income patients to obtain health care and 
information. If implemented, the abortion referral restrictions in the Proposed Rule will likely force many health 
care organizations and qualified family planning providers — including federally qualified health centers and 
other primary care providers — to discontinue their participation in the Title X program. This will leave many 
low-income and uninsured individuals without access to Title X providers they know and trust - and in many 
regions in California and across the country, particularly rural regions - without access to quality family planning 
care at all. The proposed gag rule will prevent NEVHC from providing comprehensive information including all 
possible treatment options that affect a person's health. The majority of NEVHC's patients are uninsured and or 
unberinsured; therefore their ability to access information pertaining to their health options will be hindered due 
to these strict regulations. 

The Proposed Rule does not expressly allow for medically necessary referrals for abortion, and puts 
women's health at risk. 

As written, the proposed regulations do not allow for abortion referrals in medically urgent situations. According 
to ACOG's Opinion No. 613, there are numerous situations in which an abortion may be medically necessary 
including placental abruption, bleeding from placenta previa, preeclampsia or eclampsia, and cardiac or renal 
conditions. In addition, there are other medical conditions that make pregnancy a threat to a woman's health. 
For example, pregnancy may exacerbate existing medical conditions including heart disease, hypertension, 
diabetes, sickle cell anemia, cancer, and AIDS. 

The Proposed Rule barring providers from providing a referral in these medical situations and others exposes 
women in the care of Title X-funded health centers to great risk. The policy would also increase the likelihood of 
negative matemal and child health outcomes if a pregnancy is continued under these circumstances or 
appropriate treatment and health services are delayed. 

Title X patients must have access to neutral, factual and non-directive information and counseling. 

The Proposed Rule eliminates the long-standing requirement that Title X-funded sites provide neutral, factual, 
non-directive pregnancy options counseling upon request, including prenatal care and delivery; infant care, 
foster care, or adoption; and pregnancy termination. This current standard is patient-centered and respectful of 
a patient's needs. 

Case 3:19-cv-01184-EMC   Document 39-15   Filed 03/21/19   Page 3 of 7



Secretary Azar 
July 30, 2018 
Page 3 

The requirement in the Proposed Rule that Title X projects refer pregnant patients for prenatal and/or social 
services, regardless of the patients wishes or interest in such referrals, is in violation of federal law that 
requires all counseling in Title X to be non-directive. It also fails to recognize a patients right to access the 
information and services they want and need, and to not be forced to receive information that.is  not aligned 
with their personal health needs and/or reproductive life goals. 

Title X providers must be able to work to the ceiling of their scope of training and license to limit 
barriers to access and address health care workforce shortages. 

Language in the Proposed Rule indicates that certain services may be provided only by a physician or doctor. 
The Proposed Rule explicitly confines the ability to provide options counseling and referrals to physicians and 
doctors. Other sections of the Proposed Rule indicate what services must be offered by the Title X "project." 
Although HHS intent in this arena needs clarification, it is evident that health care professionals at Title X-
funded health centers must be able to continue to work to the ceiling of their scope and training to limit barriers 
to timely access to time sensitive family planning care like longer wait times for appointments. 

The majority of medical services and counseling in Title X is provided by non-physician advanced practice 
clinicians, including nurse practitioners. Many parts of California and the country are facing gaps in the 
healthcare workforce. To address these gaps, California has enacted legislation to expand the scope of health 
care professionals, including Registered Nurses, to provide appropriate family planning care according to their 
license and training. Title X regulations must not interfere with the progress made in California and other states 
across the country to address workforce shortages. 

2. Title X patients must have access to comprehensive, patient-centered family planning care.  

The Proposed Rule eliminates "medically approved" from the longstanding regulatory requirement that projects 
provide "a broad range of acceptable and effective medically approved family planning methods." It also seeks 
to allow entities to receive Title X funding if they offer a single method of family planning that could be a 
"fertility-based awareness" method or abstinence. 

Redirecting Title X funding to sites that only offer a single method could greatly limit patient choice in birth 
control and timely access to patient-centered contraceptive care. Providing one single method of birth control 
cannot meet the needs of Title X patients. Studies show that women who are able to use the method of their 
choice are more likely to use birth control correctly and consistently, and in turn, greatly reduce their risk for 
unintended pregnancy and negative maternal and child health outcomes. In addition, allowing Title X-funded 
entities to offer only a single method, places additional burdens on low-income patients, including 
transportation costs and extra time needed to access the method that is right for them. NEVHC provides an 
array of comprehensive family planning services including free pregnancy testing, birth control methods, breast 
and cervical cancer screening, mammogram referrals, gynecology and menopausal services, sexually 
transmitted infection testing and treatments, emergency contraception and well-woman care. NEVHC also 
provides free pregnancy services including prenatal and postpartum care, breastfeeding counseling and 
support, nutrition counseling and health education classes, OB ultrasounds, lactation consultation and case 
management. This provision could negatively impact access in the communities we serve by significantly 
limiting the services and access to primary and preventive care available to over 74,000 patients served. 

Reducing unintended pregnancies saves taxpayer money. According to the Guttmacher Institute, every dollar 
invested in family planning saves $7 in public resources. Title X family planning services specifically saved 
$15.7 billion in gross public savings in 2010 by reducing unintended pregnancies. (Frost et al, Return on 
Investment: A Fuller Assessment of the Benefits and Cost Savings of the US Publicly Funded Family Planning 
Program, The Milbank Quarterly, October 2014). The new requirements in the Proposed Rule run counter to 
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medical best practices and to Title X's mandate to make comprehensive family planning services readily 
available to "all persons desiring such services." For these reasons, entities that receive Title X funding must 
be encouraged to provide a broad range of birth control methods on-site. Entities that only provide a single 
contraceptive method should NOT be eligible to participate in the 
Title X program. 

3. Teens must have access to Title X providers that they can trust to provide quality, teen-friendly  
care in their local communities.  

The Title X program has a long-standing commitment to protecting patient confidentiality. Since the program 
was established in 1970, Title X-funded health centers have been required to provide confidential family 
planning services to adults and teens. Over the years, these protections have been modified to encourage, but 
not mandate, family involvement, and to require that Title X providers comply with state child abuse reporting 
laws. 

New requirements in the Proposed Rule requiring the promotion of family communication and the 
documentation and reporting of related activities extend beyond the Title X statute and will have a chilling effect 
minors accessing essential health care. The Proposed Rule now requires that Title X entities screen any teen 
who presents with an STD, pregnancy, or any suspicion of abuse. It also requires Title X providers to document 
the ages of patients and their sexual partner(s). This Proposed Rule could threaten the patient/provider 
relationship by hindering trust and shifting the provider role from caregiver to interrogator, and violate the 
privacy rights of Title X patients by requiring them to disclose personal and private information that must be 
recorded in electronic health records. NEVHC operates three licensed school-based health centers including 
two teen health centers which offer family planning, STD testing and treatment, HIV screening, testing and 
counseling. The Title X provisions can negatively impact our teen patients who receive care at these centers, 
many of which live below the Federal Poverty Level, leaving them without alternative choices for contraceptive 
and family planning services. 

These new requirements extend beyond the Title X statute, do not further Congressional intent or serve a 
public health purpose. Instead, they will likely deter and discourage Title X patients - particularly adolescents - 
from seeking family planning care at Title X-funded health centers. Rates of unintended pregnancy and STD 
rates among teens are likely to increase as a result. 

4. Separation requirements must not deny Title X patients timely access to qualified providers. 

The extensive physical separation requirements outlined in the Proposed Rule are extreme and could 
effectively cause qualified family planning providers that also provide abortion care with separate, non-federal 
funding, to be eliminated from the Title X program. This will likely result in barriers to access and burdens on an 
already overwhelmed public health system. 

If all qualified family planning providers that also provide abortion services were to be eliminated from the Title 
X family planning program in California, 19 California counties would be left without a Title X-funded health 
center. Many local health systems will have difficulty absorbing the additional patients, leaving gaps in timely 
access to care for low-income patients across California. 

Evidence from Texas underscores the real and harmful consequences that could result from enacting similar 
policies. In 2011, Texas dramatically decreased funding to family planning providers. Additionally the state 
enacted requirements comparable and equally insurmountable to the physical separation requirements in the 
Proposed Rule. The impact was devastating. Forty percent of specialized family planning clinics closed, as did 
19% of public agencies, FQHCs and other primary care facilities that offered family planning services. Overall, 
there was a 54% decrease in the number of clients served in the year following the funding adjustments. 
Following the changes in Texas, many centers could not afford to offer the same range of contraceptive 
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methods. Women reported being charged higher fees and experiencing lower access to highly effective 
contraceptive methods, including their contraception methods of choice. 

The Proposed Rule would likely create similar burdens in the San Femando and Santa Clarita valleys served 
by NEVHC, the state of California and across the nation. As a result, the new requirements in the Proposed 
Rule counter the clear mandate of the Title X statute, to make comprehensive family planning services readily 
available to "all persons desiring such servicee and should not move forward. 

5. Program implementation Must Not Be Overly Burdensome or Costly.  

The Proposed Rule singles out the Title X family planning program and does not align with the 
Administration's stated goal to decrease regulation. 

Additional requirements regarding documentation and monitoring and reporting on referral relationships in the 
Proposed Rule do not align with the current Administration's stated goal to eliminate and reduce unnecessary 
regulation. Executive Order 13777 states, "It is the policy of the United States to alleviate unnecessary 
regulatory burdens placed on the American people." The fact that the Administration is imposing regulations 
that exceed statutory requirements and that will be overly burdensome to implement for Title X grantees and 
sub-recipients, indicates that the Title X program is being intentionally singled-out. 

The Proposed Rule requires new documentation and reporting standards that would be overly 
burdensome — and likely to significantly increase costs to sub recipients, and the government. 

The Proposed Rule seeks unprecedented oversight and regulatory authority regarding Title X grantees sub 
recipients, referral agencies, and other partners and asserts new control over how Title X grantees contract 
with their sub recipients. The Proposed Rule mandates that Title X grantees document their compliance and 
outline plans for complying with new requirements and conduct additional monitoring, enforcement, training and 
reporting activities. The Proposed Rule also requires new reporting, documentation and systems changes at 
the sub recipient level, to achieve full compliance with the new requirements outlined in the sections above. 

In addition, the Proposed Rule requires sub recipients to provide grantees with extensive information regarding 
sub recipient referral relationships including, referral agencies and individuals by name, location, and expertise. 
This requirement is particularly onerous and burdensome — particularly for sub recipients that operate multiple 
sites. The new referral requirements go beyond those outlined in the Title X statute and represent an overreach 
by HHS in its quest to track and monitor extensive information beyond the grantee level and enter into the 
realm of local community health provider relationships. These new requirements are overly burdensome and 
implementation will likely significantly increase costs to grantees, sub recipients, and the govemment. 

Based on preliminary estimates, the fiscal impact to Northeast Valley Health Corporation alone would total over 
$20,507 to implement the new requirements in the Proposed Rule in the first year. This estimate accounts for 
costs associated with additional program staff, changing electronic health system templates to document and 
track new requirements, and closing health centers during clinic hours for cost staff training. With these 
preliminary implementation costs determined for California alone, it appears that HHS has significantly 
underestimated the average annualized cost for implementation at just $5,423 per service site. 

In addition to costs, the provisions will cause additional burdens affecting NEVHC. NEVHC is a prenatal care 
provider that does not perform abortions. However, during prenatal care, therapeutic abortion may become 
necessary for the mother's health. The most common involves fetus that has already died naturally during 
early pregnancy. If the pregnancy does not terminate early on its own, retaining the dead fetus in the mother's 
body for a prolonged period of time can lead to serious infection and maternal hemorrhage. Therefore, referral 
for pregnancy termination due to non-viable pregnancy (dead fetus) is important for the mothers health and 
safety; otherwise women may have serious chronic medical issues that pregnancy would be hazardous for her 
health. 
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6. Limited Title X resources must be reserved for low-income individuals in need of publicly supported 
family planning services.  

The designation of "low-income" in the Title X statute has been determined by family income since the program 
was established. The statute requires that services be provided at no or minimal charge based on a patient's 
ability to pay or their income level. In 2016, 64% of Title X patients had incomes at or below the federal poverty 
level (FPL) that is currently $25,100 for a family of four. In California, 86% of Title X patients served last year 
had incomes at or below 250% FPL. Despite gains made in expanding health care coverage, half of all Title X 
patients served by the program last year in the state remain uninsured. 

The Proposed Rule seeks to change the definition of "low-income family to include women with employer-
sponsored health insurance coverage, regardless of their income, to receive family planning services under the 
Title X program if their employer refuses to cover contraceptive care based on religious or moral objections. 

Title X is already underfunded and overburdened. It was not designed to, nor can it, absorb patients who have 
employer-based health insurance. The proposed expanded patient population will divert scarce resources away 
from serving the low-income patients, which is at the heart of Title X's purpose. 

As a whole, the proposed rule undermines the intent of the Title X program, includes new requirements that 
extend beyond the Title X statute, and could significantly erode the gains California and the nation have made 
in reducing rates of unintended and teen pregnancies. In addition, they adversely affect millions of low-income 
patients who trust Title X providers to deliver high quality family planning services. 

For these reasons, we respecffully request HHS withdraw the Proposed Rule from consideration. 

Sincere y, 

Kimberly Wyard 
Chief Executive Officer 
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July 31, 2018 

The Honorable Alex Azar  
Secretary of Health and Human Services 
Hubert H. Humphrey Building  
200 Independence Avenue, SW  
Washington, DC 20201 

RE: Title X regulations (Title X of the Public Health Service Act) 

Dear Secretary Azar, 

The American College of Physicians (ACP) appreciates the opportunity to offer comments on 
the proposed rule to revise Title X regulations (Title X of the Public Health Service Act) to ensure 
compliance with, and enhance implementation of, the statutory requirement that none of the 
funds appropriated for Title X may be used in programs where pregnancy termination is a 
method of family planning and related statutory requirements. 

The College is the largest medical specialty organization and the second-largest physician group 
in the United States. ACP members include 154,000 internal medicine physicians (internists), 
related subspecialists, and medical students. Internal medicine physicians are specialists who 
apply scientific knowledge and clinical expertise to the diagnosis, treatment, and 
compassionate care of adults across the spectrum from health to complex illness. 

Over the course of their lifespans women face unique challenges regarding their physical 
health, interactions with the health care system, and roles in society. A policy paper published 
by the American College of Physicians on June 19, 2018, “Women's Health Policy in the United 
States,”1 addresses these issues, including access to reproductive health care.  

In 1970, Congress enacted the Title X statute that authorized the Secretary of Health and 
Human Services (HHS) to make grants to public or nonprofit private entities to establish and 
operate “voluntary family planning projects.”    

The earliest Title X regulations made clear that under Congress’ directive, Title X projects are 
required to provide “medical services related to family planning including physician’s 

1 http://annals.org/aim/fullarticle/2682682/women-s-health-policy-united-states-american-college-physicians-
position 
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consultation, examination, prescription, continuing supervision, laboratory examination, 
contraceptive supplies” and “for use of a broad range of medically approved methods of family 
planning.”2  Current federal law does prohibit the use of Title X funds in programs where 
abortion is a method of family planning—a grantee’s abortion activities must be “separate and 
distinct” from the Title X project activities.  Title X funded programs currently provide non-
directive counseling (e.g., via shared decision-making) to pregnant women on prenatal care and 
delivery, infant or foster care, adoption, and abortion.  Pregnant women seeking an abortion 
must be provided a referral to those services, but abortion cannot be promoted or scheduled 
by the Title X-funded provider.  Participating programs must also offer a broad range of FDA-
approved contraceptive methods and follow U.S. Centers for Disease Control (CDC) and Office 
of Population Affairs (OPA) guidelines for provision of their family planning services.3  Title X-
funded clinics are open to all and especially provide care to the most vulnerable, those living in 
a nonmetropolitan area, who may be black or Hispanic/Latina, who live below the poverty level, 
and/or are uninsured.  The Title X program funds clinics that keep families well by providing a 
number of preventive health services, such as patient education and counseling; breast and 
pelvic examinations; screenings for cervical cancer and sexually transmitted diseases 
 
The following ACP recommendations will be discussed in greater detail within this letter:  

 

 Definition of “family planning” services: 
o The College asserts that women should have sufficient access to evidence-

based family planning and sexual health information and the full range of 
medically accepted forms of contraception.   

 Prohibition of referrals for abortion: 
o ACP believes in respect for the principle of patient autonomy on matters 

affecting patients' individual health and reproductive decision-making 
rights, including types of contraceptive methods they use and whether or 
not to continue a pregnancy as defined by existing constitutional law.  

o Accordingly, ACP opposes government restrictions that would erode or 
abrogate a woman's right to continue or discontinue a pregnancy.   

o Further, ACP opposes any legislation or regulations that limits access to 
comprehensive reproductive health care by putting medically unnecessary 
restrictions on health care professionals or facilities. 

 Federal oversight and maintenance of physical and financial separation of facilities: 
o In line with ACP’s “Patients Before Paperwork” initiative,4 the College calls 

on HHS to analyze the financial, time, and quality-of-care impacts these 
new administrative tasks will have and eliminate or streamline any that will 
increase costs, decrease the quality of patient care, or unnecessarily 
question a physician’s or clinician’s judgment. 

 Confidentiality: 

                                                
2 “Part 59—Grants for Family Planning Services,” 36 Federal Register 179 (September 15, 1971), p. 18465, § 59.5. 
3 https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf  
4 Erickson, Shari M., Brooke Rockwern, Michelle Koltov, and Robert M. McLean. "Putting patients first by reducing 
administrative tasks in health care: a position paper of the American College of Physicians." Annals of internal 
medicine 166, no. 9 (2017): 659-661.  
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o The College strongly contends that information should not be disclosed to 
others without the patient's permission.5 In such cases, the physician 
should be guided by the minor's best interest in light of the physician's 
conscience and responsibilities under the law. 

 The College also is concerned about the proposed rule’s potential impact on access 
to care and exacerbation of racial and economic disparities. 

 
Definitions of “Family Planning” 
Under the proposed regulations, ‘‘family planning’’ would be redefined as the voluntary process 
of identifying goals and developing a plan for the number and spacing of children and the 
means by which those goals may be achieved. The means to achieve the goals of ‘‘family 
planning’’ include a broad set of acceptable and effective choices, which may range from 
choosing not to have sex to the use of other family planning methods and services to limit or 
enhance the likelihood of conception (including contraceptive methods and other fertility 
awareness-based methods), and the management of infertility (including adoption).  
 
Further, as per Section 59.5 of this proposed rule, this new definition would change the 
methods and services of Title X programs in the following ways: 

 It would remove the words “medically approved” from the longstanding regulatory 
requirement that projects provide “a broad range of acceptable and effective medically 
approved family planning methods”; 

 It would specify adoption as a type of service that can be offered, along with the existing 
requirement of basic family planning management of infertility services and services for 
adolescents); and 

 It would further add “Such projects are not required to provide every acceptable and 
effective family planning method or service. A participating entity may offer only a 
single method or a limited number of methods of family planning as long as the entire 
project offers a broad range of such family planning methods and services.” 

 
ACP Comments: 
These changes may limit a patient’s ability to make an informed patient care decision because 
limited options may be provided without consideration to the patient’s clinical need.  This 
violates the accepted principles of clinical shared-decision making where the clinician and the 
patient communicate together and discuss the best available clinical evidence.   
 
The College asserts that women should have sufficient access to evidence-based family 
planning and sexual health information and the full range of medically accepted forms of 
contraception.  Limiting access to evidence-based medicine greatly affects a woman's ability to 
make her own health care choices. Reproductive care is a key component of women's health, 
and limiting access can have lasting repercussions on a woman's physical and mental health, 
economic well-being, and social mobility. ACP opposes any regulation of reproductive health 
care services that is not focused on patient safety or based in accepted science. Public health 
                                                
5 https://www.acponline.org/clinical-information/ethics-and-professionalism/acp-ethics-manual-sixth-edition/acp-
ethics-manual-sixth-edition#ref-19 
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policy about women's reproductive health and health care services should first and foremost be 
based in clinical research, with an emphasis on health promotion, prevention of unintended 
pregnancy, and access to reproductive health services. 
 
It is critically important to note that Title X is the only federal program exclusively dedicated to 
providing low-income and adolescent patients with essential family planning and preventive 
health services and information. Evidence-based sexuality education programs help young 
women achieve their educational and professional goals by educating them about sexual 
health, including preventing unintended pregnancy and family planning. This federal program 
must continue to provide non-directive, comprehensive, medically accurate information. 
 
Supporting access to family planning services and all forms of contraception is essential to 
reducing the rate of unintended pregnancy and demand for abortion services.  As outlined in 
ACP’s recent policy paper, “Women’s Health Policy in the United States,”6 evidence shows that 
rather than seeking care elsewhere when access to family planning services is limited, some 
women forego preventive care or their usual contraceptive methods.  Therefore, restricting 
access to care and information will increase rates of unplanned pregnancy, pregnancy 
complications, and undiagnosed medical conditions. It will reverse decades of progress that 
have brought our nation to a 30-year low for unplanned pregnancy and record low teen 
pregnancy rates. These public health victories are due in large part to the good work of the Title 
X program and qualified providers who offer high-quality patient care. The administration 
should advance policies that continue this positive trend, not undermine it.  
 

Since the proposed regulations will likely lead to a reduction in the number of Title X-funded 
women’s health clinics low-income women who have typically relied on these clinics for family 
planning care would need to seek out alternative affordable and accessible care options, such 
as community health centers (CHC). However, there is a concern that an influx of this size may 
strain the capacity of remaining CHCs; a survey of CHCs that provide family planning services 
found that a majority would be unable to accept a major increase in new patients.7 The lack of 
affordable alternatives could be compounded by the fact that many community health centers 
may choose to no longer participate in Title X due to the requirements of participation that 
would result in censored communication, the dissemination of non-evidence-based 
information, and increased administrative burden. 
 
Prohibition on Referral for Abortion: 
This proposed rule interprets counseling and referral for abortion to be activities that are 
equivalent to providing “abortion as a method of family planning.”  This would serve to prohibit 
Title X programs from providing, promoting, referring to, supporting, or presenting abortion 
services to patients.  There would be a limited exception for when a pregnant Title X patient has 

                                                
6 http://annals.org/aim/fullarticle/2682682/women-s-health-policy-united-states-american-college-physicians-
position  
7 Wood, Susan F., Julia Strasser, Jessica Sharac, Janelle Wylie, Sara Rosenbaum, Caroline Rosenzweig, Laurie Sobel, 
and Alina Salganicoff. "Community Health Centers and Family Planning in an Era of Policy Uncertainty." The Henry 
J. Kaiser Family Foundation. March 15, 2018. Accessed July 25, 2018. https://www.kff.org/womens-health-
policy/report/community-health-centers-and-family-planning-in-an-era-of-policy-uncertainty/.  
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determined she will have an abortion and explicitly seeks a referral for that purpose.  A 
physician (and no other clinical staff member) then may provide a list of comprehensive 
qualified providers (of which some, but not all, may also provide abortion in addition to 
prenatal care). However, this list shall not identify which providers perform abortions. Pregnant 
patients who do not explicitly declare their intention to seek an abortion also must receive a list 
of providers of prenatal care, but this list would not include providers of abortion services.  
 
ACP Comment: 
ACP believes in respect for the principle of patient autonomy on matters affecting patients' 
individual health and reproductive decision-making rights, including types of contraceptive 
methods they use and whether or not to continue a pregnancy as defined by existing 
constitutional law. Accordingly, ACP opposes government restrictions that would erode or 
abrogate a woman's right to continue or discontinue a pregnancy.  A woman has the right to 
make her own decisions, in consultation with her physician or health care professional, on 
matters affecting her individual health. Reproductive decision-making rights should be based on 
the ethical principle of respect for patient autonomy. Women should have access to the health 
care services they may need in their lifetimes, including reproductive health care and 
contraception. They should feel empowered to make decisions around pregnancy that are 
grounded in evidence-based information and reflect their own circumstances, which may result 
in a woman delivering and raising a child, choosing adoption, or choosing abortion.   
 

Along these lines, ACP opposes any legislation or regulations that limits access to 
comprehensive reproductive health care by putting medically unnecessary restrictions on 
health care professionals or facilities. “Laws and regulations should not mandate the content 
of what physicians may or may not say to patients or mandate the provision or withholding of 
information or care that, in the physician's clinical judgment and based on clinical evidence and 
the norms of the profession, are not necessary or appropriate for a particular patient at the 
time of a patient encounter.”8 These laws may interfere with the relationship between 
physicians and patients or make access to reproductive health care services or abortion 
extremely difficult or impossible. Physicians may personally choose not to provide certain 
reproductive services or information about these services if it conflicts with their moral or 
personal standards. However, they still have a duty to inform patients about care options and 
alternatives or refer them for information (so that patient rights are not constrained) and 
provide information that is evidence-based and free of personal bias.9 
 
As any referral lists provided would be limited to a list of prenatal care physicians, of which only 
some can also provide abortion services, the facilities listed would mainly include hospitals and 
doctor’s offices. Directing those seeking health care services towards hospitals and doctor’s 
offices and away from abortion and other nonspecialized clinics can create financial and other 
barriers for women seeking care. Evidence suggests that care provided in a hospital setting is 
typically more expensive than that provided in a clinical setting. Patients seeking care from 
private doctor’s offices may also find that Medicaid and uninsured patients are not accepted. 

                                                
8 https://www.acponline.org/acp_policy/policies/patient_physician_relationship_2012.pdf  
9 Snyder L. American College of Physicians Ethics, Professionalism, and Human Rights Committee. American College 
of Physicians ethics manual: sixth edition. Ann Intern Med, 2012, vol. 156 (pg. 73-104) 
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Further, it is possible that women would have to travel further distances to access hospital-
based care than clinic-based care, resulting in foregone wages and added travel expenses.   
 
Federal Oversight and Maintenance of Physical and Financial Separation 
Existing regulations enacted under 42 CFR 59 essentially eliminated provisions (a) prohibiting 
Title X projects from counseling or referring project clients for abortion as a method of family 
planning; and (b) requiring grantees to separate their Title X project physically and financially 
from any abortion activities. While a contemporaneous notice stated that more than separate 
bookkeeping entries and allocation of funds were necessary to separate Title X project activities 
from non-Title X abortion activities, it discussed and approved shared facilities, staff, and 
records, as long as costs were pro-rated and properly allocated. These regulations also 
affirmatively required that Title X providers counsel on, and refer for, abortion at the request of 
a Title X client. 
 
This proposed regulation would require that Title X projects be physically and financially 
separated from activities prohibited under this Act, namely the provision, promotion, or 
referral of abortion services. This separation must go beyond bookkeeping separation 
permitted under the previous administration. There must be separate accounting records; 
separate facilities in which activities occur (including waiting room, consultation, treatment); 
separate records/electronic health records (EHRs) and workstations; and separate signage and 
informational materials.  
 
ACP Comment: 
The College believes that requiring the physical and financial separation of abortion services 
provided by entities receiving Title X funding would create immense administrative burden and 
excessive operating costs for reproductive health and family planning facilities that also offer 
abortion services. Separate recordkeeping would add to the crushing administrative burden 
physicians and clinicians already face and would result in physicians and clinicians either 
spending less time with their patients or having to hire more staff. Further, obtaining additional 
space to maintain separate waiting rooms, consultation areas, treatment facilities, 
workstations, EHR systems, signage, and informational materials may prove to be impossible 
for providers either due to availability of real estate, limitations in the structure of the existing 
building, or excessive costs. In line with ACP’s “Patients Before Paperwork” initiative,10 the 
College calls on HHS to analyze the financial, time, and quality-of-care impacts these new 
administrative tasks will have and eliminate or streamline any that will increase costs, 
decrease the quality of patient care, or unnecessarily question a physician’s or clinician’s 
judgment.  
 
The College also is concerned about the requirement that Title X grantees report on the 
services provided by and be accountable for the quality and effectiveness of subrecipients and 
referral agencies. Grantees may not be familiar with the policies, referral practices, or services 

                                                
10 Erickson, Shari M., Brooke Rockwern, Michelle Koltov, and Robert M. McLean. "Putting patients first by reducing 
administrative tasks in health care: a position paper of the American College of Physicians." Annals of internal 
medicine 166, no. 9 (2017): 659-661.  
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offered by subrecipients and referral agencies. Requiring physicians and clinicians to track down 
and constantly monitor this information would add significant additional administrative burden. 
 
As the U.S. health care system evolves to focus on value, stakeholders should conduct research 
on the effect of administrative tasks on our health care system in terms of quality, time, and 
cost; physicians, other clinicians, their staff, and health care provider organizations; patient and 
family experience; and, most important, patient outcomes. 
 
Confidentiality 
Under existing regulation, all information, such as personal facts and circumstances, obtained 
by the project staff about individuals receiving services must be held confidential and not be 
disclosed without the individual's documented consent, except as may be necessary to provide 
services to the patient or as required by law, with appropriate safeguards for confidentiality. 
The proposed regulation clarifies that confidentiality of information may not be used as a 
rationale for noncompliance with laws requiring notification or reporting of child abuse, child 
molestation, sexual abuse, rape, incest, intimate partner violence, human trafficking, or similar 
reporting laws. Otherwise, information may be disclosed only in summary, statistical, or other 
form which does not identify particular individuals. 
 
Additionally, the proposed regulation requires clinicians to encourage minors who seek family 
planning services to engage their parents or guardians in the process. Physicians and clinicians 
would have to keep a detailed record for each minor patient of this encouragement, including 
the specific actions taken to encourage family participation or the reason why actions were not 
taken. However, clinicians are not required to document these efforts if they suspect the minor 
is a victim of child abuse or incest and have reported the situation to the proper authorities as 
permitted or required by state or local law.  
 
Further, per the proposed rule, if a Title X clinician does not encourage and document this 
encouragement of such minors to involve their parents or guardian in their decision to seek 
family planning services, then unemancipated minors could be prevented from receiving 
confidential services for free.  
 
ACP Comment: 
If a patient who is a minor requests termination of pregnancy, advice on contraception, or 
treatment of sexually transmitted diseases without a parent's knowledge or permission, the 
physician may wish to attempt to persuade the patient of the benefits of having parents 
involved, but should be aware that a conflict may exist between the legal duty to maintain 
confidentiality and the obligation toward parents or guardians. However, the College strongly 
contends that information should not be disclosed to others without the patient's 
permission.11 In such cases, the physician should be guided by the minor's best interest in 
light of the physician's conscience and responsibilities under the law. 
 

                                                
11 https://www.acponline.org/clinical-information/ethics-and-professionalism/acp-ethics-manual-sixth-
edition/acp-ethics-manual-sixth-edition#ref-19 
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Confidentiality, like other ethical duties, is not absolute. It may have to be overridden to protect 
individuals or the public or to disclose or report information when the law requires it. However, 
confidentiality is a fundamental tenet of medical care. Physicians must follow appropriate 
security protocols for storage and transfer of patient information to maintain confidentiality, 
adhering to best practices for electronic communication and use of decision-making tools. 
Confidentiality is a matter of respecting the privacy of patients, encouraging them to seek 
medical care and discuss their problems candidly, and preventing discrimination on the basis 
of their medical conditions. The physician should not release a patient's personal medical 
information (often termed a “privileged communication”) without that patient's consent. 
 
Additionally, the College supports community- and school-based programs that address the 
growing social and economic consequences of teenage pregnancy, which is a cause for concern 
both nationally and in underserved areas. Support should be increased for federal, state, and 
local family-planning grants that provide important educational and clinical services. 
 
Additional ACP Comments Regarding Access to Care and Racial and Economic Disparities 
Physical and financial separation requirements and the restrictions on counseling and referrals 
would result in the targeting of specific qualified providers of care, such as Planned Parenthood, 
which provides care for 41 percent of all Title X users. If a loss of Title X funding would force a 
facility to close, it would impact access to care throughout the entire health care system for 
both Title X and non-Title X users. For example, after the state of Texas imposed similar 
restrictions to state funding of family planning services, the number of Title X providers in the 
state fell from 48 to 36 between implementation in 2011 and 2015, while the number of 
patients served dropped from 259,600 to 166,500.12 This reduced access to care would 
exacerbate the existing racial and economic disparities in the American health system as nearly 
30 percent of individuals who receive care under Title X are non-White and 64 percent have 
incomes under the Federal Poverty Level.13  
 
The College also is concerned about the impact that requiring facilities to offer comprehensive 
primary health services onsite or have a robust referral network in close proximity would have 
on access to care. While we appreciate HHS’ recognition of the importance of comprehensive 
primary care, we feel these requirements are inappropriate in serving the intent and goals of 
the Title X program and would decrease access to Title X services. Some Title X providers, 
especially specialized clinics which offer a wider range of contraceptive methods and higher 
quality family planning services, do not offer comprehensive primary care services, even if they 
do offer numerous preventive services, as Title X funds are not permitted to be used on primary 
care under current law. Under the proposed Regulation, these requirements would exclude 
these standalone clinics from receiving funding and leave women without any reproductive 
health or preventive care at all. Additionally, “close physical proximity” is undefined, and 

                                                
12 Katch, Hannah. "Excluding Qualified Family Planning Providers from Offering Care to Low-Income Women Will 
Restrict Access and Cause Harm." Center on Budget and Policy Priorities. May 30, 2018. 
https://www.cbpp.org/blog/excluding-qualified-family-planning-providers-from-offering-care-to-low-income-
women-will.  
13 Fowler, C. I., Gable, J., Wang, J., & Lasater, B. (2017, August). Family Planning Annual Report: 2016 national 
summary. Research Triangle Park, NC: RTI International. 
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standalone family planning clinics located in rural areas could be particularly at risk of losing 
funding as they may not be in close proximity to other primary care physicians and clinicians. 
Proximity is also not necessarily the best determining factor for quality patient care. 
 
Conclusion 
The American College of Physicians is strongly opposed to changes that would make it more 
difficult for patients seeking contraception and reproductive health care services to find care.  
We oppose changes that would restrict federal funding from physicians and other health care 
professionals who are providing legally permitted health care services.  This is the case whether 
the funds come from Title X, Medicaid reimbursements, or other programs.  
 
The expected changes from the Administration would prohibit any Title X funds from going to 
an entity that provides even basic information about all of the legal and evidence-based options 
available for pregnant women.  Such a policy change was first attempted by the Reagan 
administration in the 1980s. Bringing back the idea is outdated and out of touch. 
 
Not only that, the policy change would significantly impact access to care overall for millions of 
individuals, with a disproportionate number of those impacted being women who are seeking 
access to contraception and reproductive health care, as well as general preventive services.  
These patients then may not have an alternative source of care available in their area—or 
within a reasonable distance, may be uncertain as to where they could go for care, or may 
simply no longer seek out preventive care or other services.  Further, the alternative sources of 
care are largely community health centers, which are already strained in terms of their 
resources.   
 
Thank you for considering ACP’s comments. Please contact Shari Erickson by phone at 202-261-
4551 or e-mail at serickson@acponline.org if you have questions or need additional 
information.  
 
 
Sincerely,  
 
 
 
Ana María López, MD, MPH, FACP  
President  
American College of Physicians 
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July 25, 2018 
 
Alex M. Azar II, Secretary 
Office of the Assistant Secretary for Health 
Office of Population Affairs 
Attention: Family Planning 
U.S. Department of Health and Human Services 
Hubert H. Humphrey Building, Room 716G 
200 Independence Avenue SW 
Washington, DC 20201 
 
Dear Secretary Azar: 
 
On behalf of the American Academy of Family Physicians (AAFP), which represents 131,400 family 
physicians and medical students across the country, I write in response to the proposal to revise the 
Title X regulations (Title X of the Public Health Service Act) as issued by the U.S. Department of 
Health and Human Services (HHS) in the June 1, 2018 Federal Register.  
 
Protect the Patient-Physician Relationship 
The AAFP is concerned that this policy proposal may interfere in the practice of medicine and 
threaten access to evidence-based care. The proposed rule would force health care providers to 
omit important and accurate medical information necessary for patients to make timely, fully informed 
decisions, encroaching upon physicians’ codes of ethics and responsibilities to patients. The AAFP 
strongly urges HHS to preserve the patient-physician relationship by ensuring that the practice of 
medicine is not unduly impeded by government interference. Critical to achieving this goal is respect 
for the importance of scientific evidence, patient autonomy and the patient-physician relationship. In 
recent years, we have seen increasing intrusion into the patient-physician relationship. This 
interference limits patient access to medically accurate information and availability of the full range of 
health care options. 
 
The AAFP opposes restrictions on the types of information our patients can receive from their 
doctors. Patients expect medically accurate, comprehensive information from their physicians and 
this dialogue is critical to ensuring the integrity of the patient-physician relationship. No governmental 
body should interfere in a family physician’s obligation to provide evidence-based information to their 
patients. Government restrictions on information that can be given to women, or policies that force 
physicians to provide women with inaccurate information, lead to increased rates of unplanned 
pregnancy, pregnancy complications, and undiagnosed medical conditions. 
 
Support Title X program 
The AAFP strongly supports the Title X program as the only federal grant program exclusively 
dedicated to providing low-income and patients with access to effective family planning and 
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related preventive health services. Evidence-based federal programs, including Title X and the 
Teen Pregnancy Prevention Program (TPPP), should receive continued federal funding and 
evidence-based program requirements should be preserved. Evidence-based sexuality education 
programs help young women achieve their educational and professional goals by educating them 
about sexual health, including preventing unintended pregnancy and family planning. These and 
other federal programs must continue to provide non-directive, comprehensive, medically accurate 
information. The proposed rule threatens women’s lives by restricting access to medically accurate, 
preventative health care and putting more than 40 percent of Title X patients at risk of losing essential 
care. The AAFP urges HHS to not restrict women’s access to medical care.  
 
Access to Family Planning Methods 
The AAFP urges HHS to maintain coverage of evidence-based essential health benefits, such 
as maternity coverage and women’s preventive services without cost-sharing, including 
contraception. Preserving access to existing coverage is critical to ensuring American women and 
families can access the care that they need. Over 8.7 million women gained maternity care services 
thanks to this coverage, and 62 million women with private insurance now have access to vital 
preventive services. 
 
Regarding policies to provide free or low-cost access to family planning services for those women 
who are unable to obtain employer-sponsored insurance coverage for certain contraceptive services 
due to their employers’ religious beliefs or moral convictions, the AAFP strongly urges the 
preservation of the guaranteed coverage of women’s preventive services, including 
contraception, at no out-of-pocket cost. Furthermore, the AAFP supports over-the-counter 
access to oral contraception without a prescription.  
 
The proposed rule would allow Title X grantees to exclude certain forms of FDA-approved 
contraceptives and removes the requirement that contraceptive methods provided by Title X grantees 
be “medically approved,” restricting access to safe and effective contraception. The AAFP supports 
coverage for all FDA-approved methods of contraception and strongly urges HHS to include all forms 
of FDA-approved contraceptives within that coverage.  
 
The benefits of contraception, named as one of the 10 great public health achievements of the 20th 
century by the Centers for Disease Control and Prevention, are widely recognized and include 
improved health and well-being, health benefits of pregnancy spacing for both mother and child, 
increased engagement of women in the work force, and economic self-sufficiency for women. Ninety-
nine percent of U.S. women who have been sexually active report having used some form of 
contraception. Universal coverage of contraceptives is cost effective and reduces unintended 
pregnancy and abortion rates. Additionally, non-contraceptive benefits may include decreased 
bleeding and pain with menstrual periods and reduced risk of gynecologic disorders, including a 
decreased risk of endometrial and ovarian cancer. 
 
Finally, the AAFP supports encouraging family participation in family planning decisions but would 
oppose this as a requirement. Family physicians make every reasonable effort to encourage 
adolescents to involve parents in their decisions, as parental support can, in many circumstances, 
increase the potential for dealing with the adolescent’s needs on a continuing basis. If 
communication between the adolescent and parent cannot be facilitated, access to 
confidential health care for the adolescent patient must be ensured. 
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State and Local Documentation Laws 
The proposed rule would require documented compliance with state and local laws requiring 
notification or the reporting of child abuse, child molestation, sexual abuse, rape, incest, intimate 
partner violence, and human trafficking. 
 
Physicians and other health care professionals have an ethical obligation to provide the best possible 
care to adolescent patients. A key tenet for all health professionals is to ensure that adolescents have 
access to the health services they need, including sexual and reproductive health services. A medical 
evaluation that addresses sexual and reproductive health includes a careful assessment for abusive 
or unwanted sexual encounters and reporting of these cases to the proper authorities. Protection of 
children and adolescents from predatory, coercive, or inappropriate sexual contact is an important 
goal of all physicians and health professionals. In meeting our ethical obligations to our adolescent 
patients, as well as to all of our patients who are children under the age of majority, we rely on our 
professional judgment, informed by clinical assessment, training and experience, to address a 
patient’s health conditions or a sensitive situation. 
 
Laws requiring the reporting of sexual abuse exist in every state. There has been a recent trend in 
using these laws to require the reporting of consensual sexual activity by adolescents. In keeping with 
the medical and ethical responsibilities that we uphold, the AAFP supports the following guidance and 
principles for broad consideration in the development of public policy: 

• Sexual activity and sexual abuse are not synonymous. It should not be assumed that 
adolescents who are sexually active are, by definition, being abused. Many adolescents have 
consensual sexual relationships. 

• It is critical that adolescents who are sexually active receive appropriate confidential health 
care and counseling. 

• Open and confidential communication between the health professional and the adolescent 
patient, together with careful clinical assessment, can identify the majority of sexual abuse 
cases. 

• Physicians and other health professionals must know their state laws and report cases 
of sexual abuse to the proper authority, in accordance with those laws, after discussion 
with the adolescent and parent, as appropriate. 

• Federal and state laws should support physicians and other health care professionals 
and their role in providing confidential health care to their adolescent patients. 

• Federal and state laws should affirm the authority of physicians and other health care 
professionals to exercise appropriate clinical judgment in reporting cases of sexual 
activity.  

 
We appreciate the opportunity to make these comments. Please contact Robert Bennett, Federal 
Regulatory Manager, at 202-232-9033 or rbennett@aafp.org with any questions or concerns. 
 
Sincerely,  
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John Meigs, Jr., MD, FAAFP 
Board Chair 
 
 
 
About Family Medicine 
Family physicians conduct approximately one in five of the total medical office visits in the United 
States per year – more than any other specialty. Family physicians provide comprehensive, evidence-
based, and cost-effective care dedicated to improving the health of patients, families and 
communities. Family medicine’s cornerstone is an ongoing and personal patient-physician 
relationship where the family physician serves as the hub of each patient’s integrated care team. 
More Americans depend on family physicians than on any other medical specialty. 
 
 
 

Case 3:19-cv-01184-EMC   Document 39-17   Filed 03/21/19   Page 5 of 5


	EXHIBIT A
	A_Title-X-2014-Program-Requirements
	Acronyms
	Commonly Used References
	Introduction
	Overview of Program Requirements
	1. Applicability
	2. Definitions
	3. Eligibility
	4. Application
	5. Criteria for Funding
	6. Notice of Award
	7. Use of Grant Funds
	8. Project Management and Administration
	8.1 Voluntary Participation
	8.2 Prohibition of Abortion
	8.3 Structure and Management
	8.4  Charges, Billing, and Collections
	8.5  Project Personnel
	8.6  Staff Training and Project Technical Assistance
	8.7  Planning and Evaluation

	9.  Project Services and Clients
	10. Confidentiality
	11. Community Participation, Education, and Project                                     promotion
	12. Information and Education Materials Approval
	13.  Additional Administrative Requirements
	13.1 Facilities and Accessibility of Services
	13.2 Emergency Management
	13.3 Standards of Conduct
	13.4 Human Subjects Clearance (Research)
	13.5 Financial and Reporting Requirements

	14.  Additional Conditions
	15. Closeout
	16. Other Applicable HHS Regulations and Statutes

	EXHIBIT B
	B_CA Med. Asso Comments
	EXHIBIT C
	C_Center for Repro Rights Comment
	EXHIBIT D
	D_Am Academy of Nursing Comment
	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6

	EXHIBIT E
	E_Guttmacher Comment
	EXHIBIT F
	F_Cal. Asso. of Nursing Comment
	EXHIBIT G
	G_ACOG Comment
	EXHIBIT H
	H_MultiState CA_Comment_Letter
	EXHIBIT I
	I_AMA Comment
	EXHIBIT J
	J_Am College Nurse Midwives-Title-X-Comments
	EXHIBIT K
	K_APHA Title_X_Comments
	EXHIBIT L
	L_NFPRHA_Comments_07312018_FINAL
	EXHIBIT M
	M_PPFA Comment
	EXHIBIT N
	N_Title_X_AAP_SAHMAAP_Comments_Final
	EXHIBIT O
	O_Northeast Valley Health Corp Comment
	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6

	EXHIBIT P
	P_Am. College of Physicians Comments_2018
	EXHIBIT Q
	Q_Am. Acad. of Fam. Physicians-HHS-TitleX-072518

