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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

42 CFR Part 59

[HHS-0S-2018-0008]

RIN 0937-ZA00

Compliance With Statutory Program
Integrity Requirements

AGENCY: Office of the Assistant
Secretary for Health, Office of the
Secretary, HHS. Department of Health
and Human Services.

ACTION: Final rule.

SUMMARY: The Office of Population
Affairs (OPA), in the Office of the
Assistant Secretary for Health, issues
this final rule to revise the regulations
that govern the Title X family planning
program (authorized by 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 abortion is a method of
family planning and related statutory
requirements. Accordingly, OPA
amends the Title X regulations to clarify
grantee responsibilities under Title X, to
remove the requirement for nondirective
abortion counseling and referral, to
prohibit referral for abortion, and to
clarify compliance obligations with state
and local laws. In addition, Title X
regulations are amended to clarify
access to family planning services
where an employer exercises a religious
or moral objection. Finally, Title X
regulations are amended to require
physical and financial separation to
ensure clarity regarding the purpose of
Title X and compliance with statutory
program integrity provisions, and to
encourage family participation in family
planning decisions, as required by
Federal law.

DATES: Effective date: This rule is
effective on May 3, 2019.

Compliance date: Compliance with
the physical separation requirements
contained in § 59.15, is required March
4, 2020.

Compliance with the financial
separation requirements contained in
§59.15 is required by July 2, 2019. Until
that date, the Department will expect
grantees to comply with either §59.15
or the “Separation” section of the
guidance at 65 FR 41281, 41282.

Compliance with §§59.7 and
59.5(a)(13) is required by July 2, 2019.

Compliance for reporting, assurance,
and provision of service in
§§59.5(a)(12) and (13) as it applies to all
required reports, 59.5(a)(14), (b)(1) and

(8),59.13, 59.14, 59.17, and 59.18 is
required by July 2, 2019.

Compliance for all other requirements
of this final rule is required by the
effective date, that is, by May 3, 2019.
FOR FURTHER INFORMATION CONTACT: The
Office of the Assistant Secretary for
Health (OASH) at (202) 690-7694,
ASH®@hhs.gov, or by mail at 200
Independence Avenue SW, Washington,
DC 20201
SUPPLEMENTARY INFORMATION:
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I. Executive Summary and Background
A. Executive Summary

1. Purpose

The primary purpose of this rule is to
finalize, with changes in response to
public comments, revisions to the Title
X family planning regulations proposed
on June 1, 2018.1 This rule, promulgated
pursuant to the Department’s authority,2
will 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 abortion is a
method of family planning, as well as
related statutory requirements. In
addition, the rule ensures that grantee
responsibilities, referral requirements,
and documentation obligations are clear
under the Title X program. The rule also
clarifies that provision of family
planning services under Title X may be
available under the good reason
exception at the discretion of the project
director for women denied coverage for
contraceptives if the sponsor of their
health plan exercises a religious or
moral exemption recognized by the
Department.3 The rule protects
vulnerable populations by ensuring
Title X providers comply with State
reporting requirements. And, consistent
with Federal law, the rule encourages
family participation in family planning
decisions of minors except where the
minor is or may be the victim of child
abuse or incest. To ensure the best
applicants are chosen, the rule expands
review and selection criteria to include
provisions that will help evaluate
applicants’ adherence to statutory
requirements and goals. In addition, the
rule formally repeals the 2016
amendments to the Title X eligibility
requirements, which were nullified by a
joint resolution of disapproval, under
the Congressional Review Act, signed by
the President. This rule will protect the
integrity of the Title X program,
pursuant to congressional purpose, to
offer a broad range of family planning
methods and services and improve the
quality of programs that specifically
provide support in this area.

1 See Compliance with Statutory Program
Integrity Requirements, 83 FR 25502 (proposed June
1, 2018) (to be codified at 42 CFR part 59).

2For a detailed discussion regarding statutory
authority, see infra Section II. Statutory Authority,
Overview, Analysis, and Response to Public
Comments.

3 See Religious exemptions in connection with
coverage of certain preventive services, 45 CFR
147.132 (2019); see also Moral exemptions in
connection with coverage of certain preventive
health services, 45 CFR 147.133 (2019).

2. Summary of the Major Provisions

a. Clear Financial and Physical
Separation

This rule finalizes requirements that
ensure clear physical and financial
separation between a Title X program
and any activities that fall outside the
program’s scope. This physical and
financial separation will ensure
compliance with the statutory
requirement that Title X funding not
support programs where abortion is a
method of family planning—and is
consistent with the plain text of Section
1008, legislative history, and case law.
In particular, the rule protects against
the intentional or unintentional co-
mingling of Title X resources with non-
Title X resources or programs by
amending the Department’s regulation
finalized on July 3, 2000, (the ““2000
regulations”), which required no
physical separation and only limited
financial separation.# This rule will
require Title X providers to maintain
physical and financial separation from
locations which provide abortion as a
method of family planning.

Together, these changes address
several concerns of the Department.
They address concerns over the
fungibility of Title X resources and the
potential use of Title X resources to
support programs where, among other
things, abortion is a method of family
planning. They address the potential for
ambiguity between approved Title X
activities and non-Title X activities and
services, which creates significant risk
for public confusion over the scope of
Title X services, including whether Title
X funds are allocated for, or spent on,
non-Title X services, including abortion-
related purposes. And they address the
concern that Title X resources could
facilitate the development of, and
ongoing use of, infrastructure for non-
Title X activities. The Department seeks
to protect Title X (and Title X funds) as
the only discrete, domestic, Federal
grant program focused solely on the
provision of cost-effective family
planning methods and services. The
final rule thus requires physical and
financial separation to protect the
statutory integrity of the Title X
program, to eliminate the risk of co-
mingling or misuse of Title X funds, and

4 See Standards of Compliance for Abortion-
Related Services in Family Planning Services
Projects, 42 CFR part 59, which omit any mention
of physical or financial separation; see also
Standards of Compliance for Abortion-Related
Services in Family Planning Services Projects, 65
FR 41270, 41275-41276 (July 3, 2000) where the
Department discusses its decision in the 2000
regulation to require financial separation, while
choosing to not require physical separation.

to prevent the dilution of Title X
resources.

b. Ensure Transparency for Legal and
Ethical Use of Taxpayer Dollars Among
Subrecipients

This rule facilitates the legal and
ethical use of taxpayer dollars by
implementing reporting requirements
with respect to the use of Title X funds.
The 2000 regulations do not require
grantees to submit significant
information to the government about
their subrecipients, referral agencies, or
other partners to whom Title X funds
may flow. This lack of reporting can be
a significant barrier to the Department’s
ability to ensure Title X funds are
directed only to Title X activities.
Accordingly, the final rule requires that
Title X grant applicants include, as part
of their applications, a list of all
planned subrecipients, detailed
descriptions of the extent of services
and collaboration with subrecipients,
and a clear explanation of how the
applicant, if successful, would conduct
an oversight program with respect to its
subrecipients.5 The final rule defines a
subrecipient as any entity that provides
family planning services with Title X
funds under a written agreement with a
grantee or another subrecipient.
Consistent with grant reporting
requirements, grantees must regularly
report and demonstrate their own
compliance, as well as ensure the
compliance of their subrecipients with
all statutory and regulatory
requirements. The Department will also
require grantees to establish a plan to
ensure that they and their subrecipients
comply with all applicable State
reporting requirements of child abuse,
child molestation, sexual abuse, rape,
incest, intimate partner violence, and
human trafficking, adequately train staff
regarding such requirement and include
protocols that ensure such minors are
provided counseling on how to resist
attempts to coerce them into engaging in
sexual activities; and will commit to
preliminary screening of such minors.
The final rule establishes that the
continuation of funding for grantees and
subrecipients is contingent on their
demonstration to the satisfaction of the
Secretary that the statutory and
regulatory requirements of Title X have
been met. To ensure proper accounting
of Title X funds, the Secretary may

5To further ensure program transparency (and
ensure a seamless continuum of care), applicants
and grantees are also required to provide certain
information about agencies or individuals providing
referral services and their collaborations with such
referral agencies and individuals.
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review grantee and subrecipient records
to ensure regulatory compliance.

To increase program integrity, the
Department will also increase various
monitoring and reporting requirements.
Under the final rule, grantees will be
required to receive approval for any
change in the use of grant funds, and to
fully account for and justify charges
against the Title X grant. The final rule
will also increase monitoring
requirements to better ensure
appropriate billing practices. And
because the 2000 regulations offer scant
guidance on the Anti-lobbying Act and
appropriations law provisions
applicable to Title X, this final rule will
require Title X grantees to provide
assurances satisfactory to the Secretary
that they both understand and agree to
the prohibition against lobbying and
political activity in the Title X project.

The Department believes that these
changes will ensure that OPA has the
information necessary to determine
whether Title X projects, grantees, and
subrecipients are compliant with the
statutory and regulatory provisions
applicable to the program.

c. Nondirective Pregnancy Counseling
Permitted, Not Required

This rule finalizes several regulatory
provisions designed to ensure that the
requirements of the Title X regulations
are consistent with certain laws that
protect the conscience rights of
individuals and entities who decline to
perform, participate in, or refer for,
abortions. The 2000 regulations require
Title X projects to provide abortion
referral ® and nondirective counseling
on abortion, if requested. The
Department believes this requirement is
inconsistent with federal conscience
laws and, as discussed below with
respect to the referral provision, also
violates Section 1008. With respect to
conscience, the regulatory requirement
to counsel on abortion, if requested,
conflict with HHS enforced statutes
protecting conscience in health care,
including the Church Amendment,”

6 Referral for abortion is discussed in the next
section.

7 The Church Amendments, among other things,
prohibit certain HHS grantees from discriminating
in the employment of, or the extension of staff
privileges to, any health care professional because
they refused, because of their religious beliefs or
moral convictions, to perform or assist in the
performance of any lawful sterilization or abortion
procedures. The Church Amendments also prohibit
individuals from being required to perform or assist
in the performance of any health service program
or research activity funded in whole or in part
under a program administered by the Secretary
contrary to their religious beliefs or moral
convictions. See 42 U.S.C. 300a-7.

Coats-Snowe Amendment 8 and the
Weldon Amendment 9 for individual
and institutional entities who object.
The Department acknowledged this
conflict in the 2008 conscience
regulations, stating that its “current
regulatory requirement that grantees
must provide counseling and referrals
for abortion upon request . . .is
inconsistent with the health care
provider conscience protection statutory
provisions and this regulation.”
Ensuring That Department of Health and
Human Services Funds Do Not Support
Coercive or Discriminatory Policies or
Practices in Violation of Federal Law, 73
FR 78072, 78087 (Dec. 19, 2008). The
proposed rule in this rulemaking
similarly recognized the ongoing
conflict between the 2000 regulation
and conscience protections. In the 2008
provider conscience regulation, the
Department stated that OPA was “aware
of this conflict with the statutory
requirements [of the Church, Coats-
Snowe, and Weldon Amendments] and,
as such, would not enforce this Title X
regulatory requirement on objecting
grantees or applicants,” id., but was
unable to directly address the Title X
requirements, given the rulemaking
context. The Department believes that it
is appropriate and necessary to revise
the Title X regulatory text to eliminate
the provisions which are inconsistent
with the health care conscience
statutory provisions.1°

8 The Coats-Snowe Amendment bars the federal
government and any State or local government that
receives federal financial assistance from
discriminating against a health care entity, as that
term is defined in the Amendment, who refuses,
among other things, to provide referrals for induced
abortions. See 42 U.S.C. 238n(a).

9The Weldon Amendment was added to the
annual 2005 health spending bill and has been
included in subsequent appropriations bills. See
Consolidated Appropriations Act, 2018, Public Law
115-141, Div. H, sec. 507(d), 132 Stat. 348, 764;
Consolidated Appropriations Act, 2017, Public Law
115-31, Div. 507(d), 131 Stat. 135, 562. The Weldon
Amendment bars the use of appropriated funds on
a federal agency or programs, or to a State or local
government, if such agency, program, or
government subjects any institutional or individual
health care entity to discrimination on the basis that
the health care entity does not, among other things,
refer for abortions.

10]n the preamble to the 2000 regulations, the
Department addressed a comment that the
requirement to provide options counseling “should
not apply to employees of a grantee who object to
providing such counseling on moral or religious
grounds,” and rejected it, contending that it is not
necessary because, under the Church Amendments,
“grantees may not require individual employees
who have such objections to provide such
counseling,” but “in such cases the grantees must
make other arrangements to ensure that the service
is available to Title X clients who desire it.” 65 FR
41270, 41274 (July 3, 2000). But the evidence
collected in the Department’s 2018 conscience
proposed rule, 83 FR 25502, 25506 (June 1, 2018),
suggests that neither grantees nor their employees
may know of the requirements of the Church

Under the final rule, the Title X
regulations no longer require pregnancy
counseling, but permits the use of Title
X funds in programs that provide
pregnancy counseling, so long as it is
nondirective. Nondirective pregnancy
counseling is the meaningful
presentation of options where the
physician or advanced practice provider
(APP) 11 is “not suggesting or advising
one option over another.” 138 Cong.
Rec. H2822, H2826, 1992 WL 86830.
Section 1008 and its legislative history
offers additional clarity specifically as
to abortion, where the physician or APP
cannot engage in “promoting,
encouraging, or advocating abortion.”
Id. at H2829. Nondirective counseling
does not mean that the counselor is
uninvolved in the process or that
counseling and education offer no
guidance, but instead that clients take
an active role in processing their
experiences and identifying the
direction of the interaction. In
nondirective counseling, the Title X
physicians and APPs promote the
client’s self-awareness and empower the
client to be informed about a range of
options, consistent with the client’s
expressed need and with the statutory
and regulatory requirements governing
the Title X program. In addition, the
Title X provider may provide a list of
licensed, qualified, comprehensive
primary health care providers
(including providers of prenatal care),
some (but not the majority) of which
may provide abortion in addition to
comprehensive primary care.

Accordingly, this final rule eliminates
the abortion counseling requirements in
the 2000 regulations, consistent with the
Department’s interpretation of federal
conscience laws and Section 1008. This
rule continues to allow nondirective
pregnancy counseling, as discussed in
more detail below.

Amendment. More importantly, the Department’s
2000 analysis failed to consider that the Coats-
Snowe Amendment (and the subsequently passed
Weldon Amendment) protects institutional health
care providers from discrimination by federal
programs, including Title X, on the basis of their
refusal to counsel or refer for abortion and, thus,
that “under section 245 of the Public Health Service
Act and the Weldon Amendment, the Department
cannot . . . enforce 42 CFR 59.5(a)(5) against an
otherwise eligible grantee or applicant who objects
to the requirement to counsel on or refer for,
abortion.” 73 FR at 78088.

11 Under this final rule, nondirective counseling
may be provided by physicians and advanced
practice providers. As discussed in detail below,
the final rule defines ““‘advanced practice providers”
as including physician assistants and advanced
practice registered nurses.
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d. Referral for Abortion as a Method of
Family Planning Prohibited, No Longer
Required

This rule finalizes the revocation of
the requirement that Title X projects
refer for abortion, and finalizes the
prohibition against using Title X funds
to refer for abortion as a method of
family planning, or to perform, promote,
or support abortion as a method of
family planning. Although the 2000
regulations require Title X programs to
refer for abortion when requested by a
client,2 the Department no longer
believes that the requirement is
appropriate or permissible. Like the
counseling requirement, the Department
believes the referral requirement is in
conflict with federal conscience
protections, such as the Church, Coats-
Snowe, and Weldon Amendments, for
individual and institutional entities
which object, and is finalizing the
proposal to remove that requirement
from the regulations. Furthermore, the
Department believes that, in most
instances when a referral is provided for
abortion, that referral necessarily treats
abortion as a method of family planning.
The Department believes both the
referral for abortion as a method of
family planning, and such abortion
procedure itself, are so linked that such
a referral makes the Title X project or
clinic a program one where abortion is
a method of family planning, contrary to
the prohibition against the use of Title
X funds in such programs. The
Department, thus, views such abortion
referrals in the Title X project as a
violation of Section 1008, which
prohibits the use of Title X funds in
programs where abortion is a method of
family planning. See 42 U.S.C. 300a—6.
Even if the referral requirement was not
in tension with these statutes, the
Department believes that such a
requirement may deter qualified
providers from applying for Title X
grants or participating in Title X
projects, and may introduce ambiguity
about the use of Title X funds to support
abortion as a method of family planning.
Accordingly, this final rule removes the
requirement that Title X funded entities
refer for abortion, and prohibits Title X
projects from referring for abortion as a
method of family planning, or from
performing, promoting, referring for, or
supporting abortion as a method of
family planning.

e. Sexual Abuse Reporting
Requirements Training and Protocols

This rule finalizes the requirement
that Title X programs and providers

12 See 42 CFR 59.5; 65 FR 41270, 41278 (July 3,
2000).

comply with State and local sexual
abuse reporting requirements, as well as
the requirement for training and clinic
protocols on such requirements and
related issues, to ensure that Title X
providers meet the applicable statutory
and regulation reporting requirements of
the Title X program and treat the
survivors of sexual abuse and assault
with dignity and compassion, without
hindering State and local efforts to
prevent sexual abuse.3 Section 59.11 of
the 2000 regulations, on the
confidentiality of Title X records,
provides that personal information may
not be disclosed absent consent by the
individual, except to provide treatment,
or as required by law, “with appropriate
safeguards for confidentiality.” See 42
CFR 59.11. To ensure that Title X
grantees and subrecipients comply with
applicable reporting requirements, the
Department clarifies in this final rule
that concerns about confidentiality of
information may not be used as a
rationale for noncompliance with such
reporting laws.

As established in §59.17 of this final
rule, Title X providers are required to
comply with all State and local laws
regarding notification or reporting of
child abuse, child molestation, sexual
abuse, rape, incest, intimate partner
violence, or human trafficking. The
2000 regulations permit the use of
confidential information obtained by
project staff to comply with State and
local reporting requirements,14 but do
not expressly address the appropriations
law requirement to report certain
crimes, nor impose a federal obligation
on Title X grantees and subrecipients to
comply with State reporting or
notification requirements. The final rule
clarifies that Title X grantees and
subrecipients must comply with State
and local laws requiring notification or
reporting of child abuse, child
molestation, sexual abuse, rape, incest,
intimate partner violence, and/or
human trafficking. To ensure
compliance with that obligation and to
ensure the appropriate care for such
patients, their safety, and their personal
empowerment, the final rule requires
Title X grantees and subrecipients to
have in place a plan to implement the

13 See Department of Defense and Labor, Health
and Human Services, and Education
Appropriations Act, 2019 and Continuing
Appropriations Act, 2019, Public Law 115-245,
Div. B, sec. 208, 132 Stat. 2981, 3070 (“HHS
Appropriations Act 2019”") (emphasizing the
Congressional expectation that ‘“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.”).

14 See 42 CFR 59.11.

specific reporting requirements that
apply to them in their State (or
jurisdiction), as well as to provide for
annual training for all personnel with
respect to these requirements, how such
reports are to be made, and appropriate
interventions, strategies, and referrals.

As part of prevention, protection, and
risk assessment efforts, grantees and
subrecipients are required to include in
such plans, protocols to identify
individuals who are victims of sexual
abuse or targets for underage sexual
victimization and to ensure that every
minor who presents for treatment is
provided counseling on how to resist
attempts to coerce minors into engaging
in sexual activities.5 Title X projects
are also required, under this final rule,
to conduct a preliminary screening of
any minor who presents with an STD,
pregnancy, or suspicion of abuse, in
order to rule out victimization of the
minor. Section 59.17 requires grantees
and subrecipients to maintain records
that would identify, among other things,
the age of any minor clients served, the
age of their sexual partner(s) where
required by State law, and what reports
or notifications were made to
appropriate State agencies. The
Department will use this documentation
to ensure appropriate compliance with
State notification laws.

f. Family Participation in Family
Planning Decisionmaking

This rule finalizes requirements that
Title X providers encourage appropriate
family participation in family planning
decisions, as required by Federal law.16
The Title X statute itself requires the
encouragement of such family

15 The annual appropriations laws also impose on
Title X recipients the obligation to provide
“counseling to minors on how to resist attempt to
coerce minors into engaging in sexual activities.”
See HHS Appropriations Act 2019, Public Law 115—
245, Div. B, sec. 207, 132 Stat. 2981, 3070;
Consolidated Appropriations Act, 2018, Public Law
115-141, Div. H, sec. 207, 132 Stat. 348, 736;
Consolidated Appropriations Act, 2017, Public Law
115-31, Div. H, sec. 207, 131 Stat. 135, 538;
Consolidated Appropriations Act, 2016, Public Law
114-113, Div. H, sec. 207, 129 Stat 2242, 2620.
Such requirement is also consistent with Title X’s
direction to provide special services for
adolescents.

16 Title X requires that, ““[t]o the extent practical,
entities which receive grants or contracts under this
subsection shall encourage familiy [sic]
participation in projects under this subsection.” 42
U.S.C. 300(a). Congress also includes a rider in
HHS’s annual appropriations act that provides that
“[n]one of the funds appropriated in this Act may
be made available to any entity under title X of the
PHS Act unless the applicant for the award certifies
to the Secretary that it encourages family
participation in the decision of minors to seek
family planning services.” HHS Appropriations Act
2019, Public Law 115-245, Div. B, sec. 207, 132
Stat. 2981, 3070; Consolidated Appropriations Act
2018, Public Law 115-141, Div. H, sec. 207, 132
Stat. 348, 736.
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participation to the extent practical,”
and the Department will continue to
enforce compliance with this provision.
An appropriations rider specifically
emphasizes that grantees encourage
family participation ““in the decision of
minors to seek family planning
services.” 18 Accordingly, to ensure
compliance with these requirements
and the policy underlying them, the
Department will also require specific
recordkeeping with respect to such
encouragement for minors. To ensure
compliance with the requirement that
Title X projects encourage family
participation in the decision of minors
to seek family planning services,
§59.5(a)(14) requires Title X projects to
document in each minor’s medical
records the specific actions taken to
encourage such family participation or
the specific reason why such family
participation was not encouraged.
Consistent with the revision to the
unemancipated minor example in the
definition of “low income family” that
the Department finalizes in this rule,
documentation of such encouragement
is not required if the Title X provider
documents in the medical record that
(1) the minor is suspected to be the
victim of child abuse or incest and (2)
it has, if permitted or required by
applicable State or local law, reported
the situation to the relevant authorities.
These requirements are sensitive to
confidentiality issues as well as
reporting requirements for abuse.

g. Expanded Review and Selection
Criteria

This rule updates and expands the
review and scoring criteria applicable to
grant applications, to ensure the criteria
serve as a meaningful instrument to
assess the quality of the applicant and
the application. The 2000 Title X
regulations set forth application review
criteria that give the Department
significant flexibility in determining

awards but lack rigor, making it possible
for less qualified applicants to garner
high scores and affording the
Department little help in selecting
strong Title X grantees. The amended
and revised § 59.7 ensures that
successful applicants 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. Under this rule,
any grant application that does not
clearly address how the proposal will
satisfy the requirements of the rule
would not proceed to the competitive
review process, but would be deemed
ineligible for funding.

The Department will explicitly
summarize each requirement of the Title
X regulations (or include the entire
regulation) within the Funding
Announcement and will require
applicants to describe how they
affirmatively comply, or would
affirmatively comply with each
provision. Once an applicant
successfully demonstrates such
affirmative compliance with the Title X
regulations (a yes/no issue), the
Department will consider each
applicant competitively according to the
criteria set forth in the regulation. The
first criterion ensures that the project
offers a broad range of acceptable and
effective family planning methods and
services and does not use abortion as a
method of family planning. The second
criterion looks at the relative need of the
applicant and whether the applicant
will make rapid and effective use of the
funds. The third criterion takes into
account the number of patients being
served, while also considering the
availability of family planning services
in the proposed area. The fourth
criterion considers the extent to which
the services are needed in that local area
and if the applicant proposes innovative
ways to provide services to unserved or

underserved patients. These provisions
better achieve the statutory
requirements and goals of Title X and
increase competition and rigor among
applicants, encouraging broader and
more diverse applicants and better
ensuring the selection of quality
applicants.

h. Formal Revocation of Compliance
with Title X Requirements by Project
Recipients in Selecting Subrecipients

This rule formally revokes the 2016
amendments to the Title X eligibility
requirements. In 2016, the Department
finalized a rule that amended Title X
eligibility requirements, prohibiting any
grantee/recipient making service
subawards as part of its Title X project,
from excluding an entity from receiving
a subaward for reasons other than its
ability to provide Title X services.
Compliance With Title X Requirements
by Project Recipients in Selecting
Subrecipients, 81 FR 91852, 91859—
91860 (Dec. 19, 2016) (adding paragraph
(b) to 45 CFR 59.3) (the “2016
regulation”). The Department’s stated
reason for issuing the rule was to
respond to new approaches to
competing or distributing Title X funds
that were being employed by several
States. Id. at 91858-91859. The 2016
regulation took effect on January 18,
2017, but was nullified under the
Congressional Review Act on April 13,
2017, when the President signed House
Joint Resolution 43. See Public Law
115-23, 131 Stat. 89. Consistent with
the joint resolution of disapproval, this
rule repeals the 2016 regulation and,
thus, permits States and other Title X
grantees freely to select Title X
subrecipients so long as they comply
with the statutory, regulatory, and
policy provisions in the funding
announcement.

3. Summary of Costs, Savings and
Benefits of the Major Provisions

Provision

Savings and benefits

Costs

Clear Financial and Physical Separation ...........

17 The Department notes that, although section
1001 of the PHS Act states that “[t]o the extent
practicable, entities which receive grants or
contracts under this subsection shall encourage
family participation in projects assisted under this

The purpose of this provision is to ensure that

the regulatory language is consistent with
Section 1008 of the Public Health Service
Act. The Department estimates no specific
economic savings from finalizing this part of
the rule. However, the Department expects
the quality of Title X services to improve as
Title X funds are focused and prioritized ac-
cording to the statutory parameters.

subsection,” PHS Act §1001(a), in the U.S. Code,

42 U.S.C. 300(a), the word “practical” is used in the
provision. The Department believes that the two
words are intended to have the same meaning and

The Department estimates that there will be
transition costs where certain other pro-
grams that shared facilities with Title X pro-
grams must now establish separate phys-
ical facilities. After receiving public com-
ments, the Department estimates physical
compliance costs to be $36.08 million.

uses the two words interchangeably when
discussing the statutory requirement.

18 See HHS Appropriations Act 2019, Public Law
115-245, Div. B, sec. 207, 132 Stat. 2981, 3070.
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Provision

Savings and benefits

Costs

Ensure Transparency for Legal and Ethical Use
of Taxpayer Dollars among Subrecipients.

Nondirective Pregnancy Counseling Permitted,
Not Required.

Abortion Referral Prohibited, No Longer Re-
quired.

Sexual Abuse Reporting Requirements Training
and Protocols.

Family Participation in Family Planning Deci-
sionmaking.

The purpose of this provision is to ensure that
Title X funds are allocated and accounted
for both by Title X grantees and by the De-
partment. The Department estimates no
specific cost savings from finalizing this part
of the Rule. However, the Department ex-
pects that enhanced accounting and moni-
toring will result in more effective use of
Title X resources.

The purpose of this provision is to remove the
requirement that providers provide preg-
nancy counseling, particularly, abortion
counseling. Eliminating the requirement to
counsel for abortion, and allowing non-di-
rective pregnancy counseling in general, will
relieve burdens by giving projects flexibility,
and relieve burdens on conscience that
some entities and individuals experienced
from complying with the previous require-
ment, or provide more flexibility for appli-
cants that otherwise might not have applied
due to the burdens on conscience of the
previous requirement.

This rule will also reduce the regulatory bur-
den associated with monitoring and Title X
providers for compliance with the abortion
counseling requirement.

The purpose of this provision is to remove the
requirement for, and institute a prohibition
against abortion referral in the Title X pro-
gram.

Eliminating the requirement to refer for abor-
tion will relieve burdens on conscience that
some entities and individuals experienced
from complying with the previous require-
ment, and provide more flexibility for appli-
cants that otherwise might not have applied
due to the burdens on conscience of the
previous requirement. This rule will also re-
duce the regulatory burden associated with
monitoring and regulating Title X providers
for compliance with the abortion referral re-
quirement.

The purpose of this provision is to ensure pro-
viders are complying with State and local
sexual abuse reporting requirements. The
Department estimates no specific economic
savings from finalizing this part of the rule.
However, the Department expects Title X
providers will be more informed about State
and local reporting requirements, and there-
fore, will protect vulnerable populations.

The purpose of this provision is to ensure
compliance with the requirement by Con-
gress to encourage family participation in
family planning decisionmaking, and to in-
clude this requirement in regulation. The
Department estimates no specific economic
savings from finalizing this part of the rule.
However, the Department expects Title X
providers will encourage parent and child
communication as is expected under Fed-
eral law.

The Department estimates, in part based on
public comments, that the cost of imple-
menting additional reporting and training re-
quirements will be $8.53 million.

Medical and health services managers will
spend an average of four hours each year
to complete reports regarding information
related to subrecipients, and referral agen-
cies and individuals involved in the grant-
ee’s Title X project at each grantee and
subrecipient. The labor cost will be
$254,000 each year ($52.58 per hour x 4
hours x 1,208 grantees and subrecipients).

The Department estimates no costs from final-
izing this part of the rule.

The Department estimates no costs associ-
ated with removing the requirement for
abortion referral. The addition of a prohibi-
tion against abortion referral will involve no
additional monitoring costs, as current
mechanisms in place are expected to be
sufficient.

The Department estimates that individuals in-
volved with delivering family planning serv-
ices would require an average of 4 hours of
training in the first year following publication
of this rule. In subsequent years, the De-
partment assumes that this new information
would be incorporated into existing training
requirements, resulting in no incremental
burden. As a result, using wage information
provided in Table 2, this would imply costs
of $2.71 million in the first year following
publication of a final rule in this rulemaking.

The Department estimates that complying with
the requirement to encourage family partici-
pation will result in 75% (600,000) of ado-
lescent patients’ medical records requiring
appropriate documentation. As a result,
using wage information provided, this would
imply costs of $2.0 million in the each year
following publication of a final rule in this
rulemaking.
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Provision

Savings and benefits

Costs

Expanded Review and Selection Criteria ..........

Formal Revocation of Compliance with Title X
Requirements by Project Recipients in Se-

lecting Subrecipients Rule.

The purpose of this provision is to increase
the quality and expand the specificity of
grant application review criteria. The De-
partment estimates no specific economic
savings from finalizing this part of the rule.
However, these criteria will better achieve
the statutory requirements and goals of Title
X by increasing competition and rigor
among applicants, encouraging broader and
more diverse applicants and better ensuring
the selection of quality applicants.

The purpose of this provision is to finalize the
revocation of the 2016 regulation. The De-
partment estimates no specific economic
savings from finalizing this part of the rule
as it is a formal repeal of a change that was
nullified by under the Congressional Review
Act.

The Department estimates no costs from final-
izing this part of the rule as it is a formal re-
peal of a change that was nullified by joint
resolution of disapproval under the Con-
gressional Review Act that was signed by
the President.

B. Background

Title X of the Public Health Service
Act, 42 U.S.C. 300 through 300a—6, was
enacted in 1970 by Public Law 91-572,
84 Stat. 1504. As amended, it authorizes
the Secretary of Health and Human
Services, among other things, ““‘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
(including natural family planning
methods, infertility services, and
services for adolescents).” 42 U.S.C.
300(a).

Presently, the Title X program funds
approximately 90 public health
departments and community health,
family planning, and other private
nonprofit agencies through grants,
supporting delivery of family planning
services at almost 4,000 service sites.19
As a program designed to provide
voluntary family planning services, the
Title X program should help men,
women, and adolescents make healthy
and fully informed decisions about
starting a family and determining the
number and spacing of children.

Section 1008 of the Act contains the
following prohibition, which has not
been altered since it was enacted in
1970: “None of the funds appropriated
under this title shall be used in
programs where abortion is a method of
family planning.” 42 U.S.C. 300a—6. The
Conference Report described the
purpose of this provision as follows:

It is, and has been, the intent of both
Houses that funds authorized under this

19Fowler et al., Family Planning Annual Report:
2017 National Summary (Aug. 2018), https://
www.hhs.gov/opa/sites/default/files/title-x-fpar-
2017-national-summary.pdf.

legislation be used only to support
preventive family planning services,
population research, infertility services, and
other related medical, information, and
educational activities. The conferees have
adopted the language contained in section
1008, which prohibits the use of such funds
for abortion, in order to make clear this
intent.

H.R. Rep. No 91-1667, at 89 (1970)
(Conf. Rep.). Later Congresses have,
through annual appropriations
provisions, reiterated aspects of this
requirement, for example, by adding
that “amounts provided to said
[voluntary family planning] projects
under such title shall not be expended
for abortions.” See, e.g., HHS
Appropriations Act 2019, Public Law
115-245, Div. B, 132 Stat. at 3070.

Since it originally created the Title X
program in 1970, Congress has, from
time to time, imposed additional
requirements on it, including the
following:

e Requirement that ““all pregnancy
counseling shall be nondirective.” 20

¢ Obligation to ensure that Title X
funds “shall not be expended for any
activity (including the publication or
distribution of literature) that in any
way tends to promote public support or
opposition to any legislative proposal or
candidate for public office.” 21

¢ Requirement that Title X (1)
projects provide distinct services for
adolescents; 22 (2) service providers
encourage family participation in family

20 See Omnibus Consolidated Rescissions and
Appropriations Act of 1996, Public Law 104—134,
sec. 104, 110 Stat. 1321 (1996) (‘“Omnibus
Appropriations Act 1996°"); HHS Appropriations
Act 2019, Public Law 115-245, Div. B, 132 Stat. at
3070-71.

21 HHS Appropriations Act 2019, Public Law
115-245, Div. B, 132 Stat. at 3071.

22 See 42 U.S.C. 300(a) (requirement to provide “‘a
broad range of acceptable and effective family
planning methods and services (including . . .
services for adolescents)”).

planning services including, but not
limited to, those for minors; 23 (3)
grantees certify to the Secretary that
they “provide counseling to minors on
how to resist attempts to coerce minors
into engaging in sexual activities.” 24

¢ Condition that, “[n]otwithstanding
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.” 25
Title X authorizes the Secretary to
promulgate regulations governing the
program. 42 U.S.C. 300a—4. In the
preamble to the proposed rule, the
Department explained that, since 1971,
it has repeatedly exercised rulemaking
authority with respect to the Title X
program. The Department began issuing
regulations implementing Title X,
including section 1008, in 1971. See 36
FR 18465 (Dec. 15, 1971). Although
those regulations, and revised
regulations issued in 1980, 45 FR 37436
(Jun. 3, 1980), as well as guidelines
promulgated in 1981, prohibited Title X
projects from providing abortion as a
method of family planning, they did not

23 See Omnibus Budget Reconciliation Act of
1981, Public Law 97-35, sec. 931(b)(1), 95 Stat. 357,
570 (1981) (amending Section 1001(a) of the Public
Health Service Act to require that ““[t]o the extent
practical, entities which receive grants or contracts

. . shall encourage family participation in projects
assisted under this subsection.”); 42 234 U.S.C.
300(a); Departments of Labor, Health and Human
Services, and Education, and Related Agencies
Appropriations Act, 1998, Public Law 105-78, sec.
212, 111 Stat. 1467, 1495 (“HHS Appropriations
Act 1998”); HHS Appropriations Act 2019, Public
Law 115-245, Div. B, sec. 207, 132 Stat. at 3090.

24 Departments of Labor, Health and Human
Services, and Education, and Related Agencies
Appropriations Act, 1998, Public Law 105-78, sec.
212, 111 Stat. 1467, 1495; HHS Appropriations Act
2019, Public Law 115-245, Div. B, sec. 207, 132
Stat. at 3090.

25 HHS Appropriations Act 2019, Public Law
115-245, Div. B, sec. 208, 132 Stat. at 3090.
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provide further guidance on the
application of that prohibition.

On February 2, 1988, the Secretary of
Health and Human Services
promulgated Title X regulations (the
1988 regulations”) to give specific
program guidance regarding the
statutory prohibition on the use of Title
X funds in programs where abortion is
a method of family planning. See
Statutory Prohibition on Use of
Appropriated Funds in Programs Where
Abortion is a Method of Family
Planning; Standard of Compliance for
Family Planning Services Projects, 53
FR 2922 (Feb. 2, 1988). The 1988
regulations had several key features to
support compliance with the statutory
prohibition. To more effectively
implement section 1008, the regulations
prohibited Title X projects from
counseling or referring project clients
for abortion as a method of family
planning; required grantees to separate
their Title X project—physically and
financially—from prohibited abortion-
related activities; and established
compliance standards for family
planning projects under Title X to
specifically prohibit certain actions that
promote, encourage, or advocate
abortion as a method of family planning,
such as the use of project funds for
lobbying for abortion, developing and
disseminating materials advocating
abortion, or taking legal action to make
abortion available as a method of family
planning. See 53 FR 2945.

The 1988 regulations were upheld on
both statutory and constitutional
grounds by the United States Supreme
Court in Rust v. Sullivan, 500 U.S. 173
(1991). In Rust, the Supreme Court
rejected claims that the regulations
violated the Administrative Procedure
Act (APA), the First Amendment, the
Fifth Amendment, or the Title X statute.
Regarding the APA, the Court applied
Chevron U.S.A., Inc. v. Natural
Resources Defense Council, 467 U.S.
837 (1984), reasoning that ““‘substantial
deference” was owed ‘““to the
interpretation of the authorizing statute
by the agency authorized with
administering it.”” 500 U.S. at 184.
Accordingly, it reaffirmed that “[a]n
agency is not required to ‘establish rules
of conduct to last forever,” but rather
‘must be given ample latitude to ‘adapt
[its] rules and policies to the demands
of changing circumstances.” 500 U.S. at
186—187. The Court declined to view
the regulations skeptically because they
represented a change in policy; instead,
the Court noted that it “‘has rejected the
argument that an agency’s interpretation
‘is not entitled to deference because it
represents a sharp break with prior
interpretation’ of the statute in

question.” Id. The Court concluded that
the regulations’ ““program integrity”’
requirements—the portions of the
regulations mandating separate
facilities, personnel, and records—were
“based on a permissible construction of
the statute and are not inconsistent with
congressional intent.” Id. at 188.
Accordingly, the Court ““defer[red] to
the Secretary’s reasoned determination
that the program integrity requirements
are necessary to implement the
prohibition.” Id. at 190.

The Court further upheld the
prohibition on abortion counseling and
referral, as well as the requirement of
physical and financial program
separation, as consistent with the First
Amendment. Id. at 192-198. The Court
held the “Government has no
constitutional duty to subsidize an
activity merely because the activity is
constitutionally protected and
[Congress] may validly choose to fund
childbirth over abortion and ‘implement
that judgment by the allocation of
public funds’ for medical services
relating to childbirth but not to those
relating to abortion.” Id. at 201 (internal
quotations omitted). The Court
concluded that the regulations were “a
permissible construction of Title X.” Id.
at 203.

The 1988 regulations were operative
until February 5, 1993, when President
Clinton suspended them pursuant to a
Presidential Memorandum, The Title X
“Gag Rule”, 58 FR 7455 (Feb. 5, 1993),
and the Department issued a proposed
rule, Standards of Compliance for
Abortion-Related Services in Family
Planning Service Projects, 58 FR 7464
(Feb 5, 1993), that it finalized seven
years later as the 2000 regulations. See
65 FR 41270 (July 3, 2000). The 2000
regulations essentially returned to the
1981 regulations (with one revision),
which eliminated the provisions of the
1988 regulations that (1) prohibited
Title X projects from counseling or
referring project clients for abortion as
a method of family planning; (2)
required grantees to separate their Title
X project physically and financially
from any abortion activities; and (3)
implemented compliance standards for
family planning projects under Title X
that specifically prohibit certain actions
designed broadly to promote or
encourage abortion as a method of
family planning, such as the use of
project funds to lobby for abortion, to
develop and disseminate materials
advocating abortion, or to take legal
action to make abortion available as a
method of family planning. While a
contemporaneous notice stated that
more than separate bookkeeping entries
and allocation of funds was necessary to

separate Title X project activities from
non-Title X abortion activities, that
notice nevertheless discussed and
approved shared facilities, staff, and
records, as long as costs were pro-rated
and properly allocated. See Provision of
Abortion-Related Services in Family
Planning Service Projects, 65 FR 41281,
41282 (July 3, 2000). The 2000
regulations also required that Title X
providers offer nondirective counseling
on, and referral for, abortion at the
request of a Title X client, despite the
statutory prohibition on funding
programs where abortion is a method of
family planning and the adoption of the
Coats-Snowe Amendment in 1996 and
Weldon Amendment in 2005, which
prohibited the federal government and
State and local governments that receive
federal financial assistance from
discriminating against health care
entities that refuse, among other things,
to refer for abortion.

On December 19, 2016, the
Department finalized a rule that
amended Title X eligibility
requirements, requiring that no grantee
making subawards for the provision of
services as part of its Title X project
prohibit an entity from receiving a
subaward for reasons other than its
ability to provide Title X services. 81 FR
91852, 91860 (Dec. 19, 2016). The
Department’s stated reason for issuing
the rule was to respond to new
approaches to competing or distributing
Title X funds that were being employed
by several States. The 2016 regulation
took effect on January 18, 2017, but was
nullified under the Congressional
Review Act, when the President signed
the Joint Resolution of Disapproval, on
April 13, 2017. See Title X
Requirements by Project Recipients in
Selecting Subrecipients, Public Law
115-23, 131 Stat. 89 (April 13, 2017).

On June 1, 2018, the Department
published a proposed rule in the
Federal Register, through which it
solicited public comments on proposed
changes to the 2000 Title X regulations
and the formal revocation of the 2016
regulation in accordance with the Joint
Resolution of Disapproval. See 83 FR
25502, 2550425505 (June 1, 2018). The
Department believes the provisions of
this final rule provide much needed
clarity regarding the Title X program’s
role as a family planning program that
is statutorily forbidden from paying for
abortion and funding programs/projects
where abortion is a method of family
planning. The Department believes that
the 2000 regulations fostered an
environment of ambiguity surrounding
appropriate Title X activities. This
uncertainty was reflected in many of the
public comments that argued Title X
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should support statutorily prohibited
activities, such as abortion. This rule
rectifies the ambiguity created by the
2000 regulations. Specifically, this rule:

e Clearly delineates a brigﬁt line
between Title X and non-Title X
activities;

¢ provides grantees direction on how
to ensure that no Title X funds are
expended where abortion is a method of
family planning;

e increases the ability of applicants to
receive funding for innovative projects
that propose to serve underserved and
unserved populations; and

e offers additional protection to
patients who may be victims of child
abuse, child molestation, sexual abuse,
rape, incest, intimate partner violence,
and human trafficking.

II. Statutory Authority, Overview,
Analysis, and Response to Public
Comments

The Department provided a 60-day
public comment period for the proposed
rule that closed on July 31, 2018. The
Department received over 500,000
public comments,26 which are posted at
www.regulations.gov. After considering
the comments, the Department finalizes
the proposed rule with the changes
discussed below. In this preamble, the
Department discusses the public
comments, its responses, and the text of
the final rules.

The Department proposed to revise
the authorities cited for the regulations
at 42 CFR part 59, subpart A, from “42
U.S.C. 300a—4"’, to “42 U.S.C. 300
through 300a—6"". Some commenters
support the Department’s authority to
modify Title X regulations. Other
commenters contend that the
Department does not have authority to
make various changes. The Department
has legal authority under section 1006
of the Public Health Service Act, 42
U.S.C. 300a—4, to promulgate and
amend regulations to implement the
Title X family planning program, and
sections 1001 through 1008 of the
Public Health Service Act (42 U.S.C. 300
through 300a-6) include substantive
provisions which the Department
implements through such regulations.
The Department has repeatedly
exercised its authority to issue
regulations to guide Title X grantees in
carrying out the program. Section 1006
of the Act states that ““[g]rants and
contracts made under this title shall be

26 This includes attachments and over 40 mass
mailing or internet comment generating campaigns,
which accounted for more than 480,000 of the
comments. The Federal Register docket lists only
205,000 comments; however a significant number of
comments were submitted in batches to
www.regulations.gov.

made in accordance with such
regulations as the Secretary may
promulgate,” and section 1001 also
specifies that the Secretary shall by
regulation specify certain rights to apply
for grants or contracts. The grant of
regulatory rulemaking authority in
section 1006 is sufficient authority to
support all of the requirements adopted
through this final rule. However with
respect to various details of these final
rules, the Department also relies on
section 1008 and other directives
throughout the Title X statute, as well
as appropriations provisos and riders
governing the Title X program. The final
rule is designed to refocus the Title X
program on its statutory mission—the
provision of voluntary, preventive
family planning services specifically
designed to enable individuals to
determine the number and spacing of
their children—while clarifying that
women must be referred for appropriate,
medically necessary care identified
during preconception screening and for
prenatal care services, since such care is
important for both the health of the
women and for healthy pregnancy and
birth. The Department believes this final
rule provides appropriate guidance for
compliance with such requirements.

Therefore, the Department finalizes,
without change, its proposed revision to
the authorities cited for 42 CFR part 59,
subpart A.

Comments supporting or challenging
the Department’s authority to make
particular changes are discussed in
more detail in the relevant sections
below.

A. General Comments

While many comments were specific
to certain sections of the proposed rule,
a sizeable number were more general in
nature, or commented on portions of the
preamble, including content in the
background, the need for change, and
the statutory authorities sections. Those
comments are summarized here,
together with responses by the
Department. Many related comments are
addressed in greater detail further
below, within the discussion of specific
provisions of the regulation.

Comments: Many commenters affirm
the accuracy of the historical record
summarized by the Department in the
proposed rule. This includes the long-
standing prohibition on promoting
abortion in the Title X program, the
Supreme Court’s upholding of the 1988
regulations in Rust v. Sullivan, the
Court’s reaffirmation of Congress’s
general intent for Title X to have a
preconception focus, the legal precedent
for the government to favor childbirth
over abortion (for example, Harris v.

McRae, 448 U.S. 297 (1980)), the
continued bipartisan support for the
Title X statute, and the various
supplemental requirements imposed by
Congress on the Title X program. Other
commenters also contend that, since
Roe v. Wade, 410 U.S. 113 (1973), Title
X grantees have unlawfully treated
abortion as a method of family planning
despite statutory prohibitions and that
the 2000 regulations facilitate such
activity in violation of the Title X
statute. Additional commenters recall
the history, purpose, importance, and
value of Title X as the sole federal
program dedicated to funding family
planning services for low income
individuals, including the provision of
birth control, cancer screening, sexually
transmitted disease (STD) testing and
treatment, and other preventive care.

The Department received comments
expressing diverse and conflicting views
on the proposed rule. Many commenters
support the language of the rule as
proposed, so as to prevent taxpayer
dollars from being used to pay for
activities related to abortion, contrary to
the Title X statute, and to provide the
necessary transparency to assure Title X
funds are not used for abortion or
abortion-related costs. Other
commenters assert that proposed
changes could reduce access to services,
especially for the most vulnerable
populations. Some commenters note
that the proposed rule closely mirrors
the 1988 regulations, while others object
to the proposed rule’s provisions,
particularly on certain abortion
referrals, and the similar but broader
provisions in the 1988 regulations, and
point out that those provisions were
never fully implemented. Some
commenters support the proposed rule
as providing much needed clarification
to ensure adherence to the original
intent of Title X and to correct the
regulations that were issued in 2000.
Other commenters contend that the
proposed rule is unnecessary,
unjustified, unethical, and was
proposed without evidence of need.

Some commenters raised legal
objections to the rule. Several comments
contend the Department’s proposed rule
is contrary to congressional intent,
violative of State sovereignty, and
inconsistent with the First Amendment
rights of Title X grantees and the Fifth
Amendment rights of women. These
commenters assert that women have a
constitutional right to abortions, and
health care workers have a
responsibility to counsel individuals on
the full scope of family planning
options.

Commenters assert that the proposed
changes create ethical and legal risks,
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fail to follow professional standards of
care for health professionals, and violate
conditions associated with federal grant
funding under section 330 of the Public
Health Service Act.2? Commenters
request clarification on how broadly
reporting requirements would apply,
specifically regarding referral agencies.
They assert that Federally Qualified
Health Centers (FQHC), funded under
Section 330 of the Public Health Safety
Act, are already required to provide
significant data reporting, including
patient demographics, financial
indicators, and clinical quality.
Commenters believe that the proposed
Title X reporting requirements would be
potentially redundant with the existing
section 330 reporting requirements.
Commenters also argue section 330
requires FQHCs to provide “voluntary
family planning” services. This rule,
they argue, creates a conflict with that
requirement by reducing the family
planning options, and potentially
reduces the performance of FQHCs by
restricting their supplementary Title X
funding.

Others argue that the proposed rule
would make it difficult to meet national
performance measures for the Title V
Maternal and Child Health Services
Block Grant, which serve as a measure
of our country’s progress on adolescent
annual preventive medical visits. Still
other commenters argue the proposed
rule violates the APA on multiple
grounds, including that the rule is
arbitrary and capricious, and they assert
that the Department has not provided
adequate reasons for its rulemaking by
examining the relevant data and
articulating a satisfactory explanation
for its action, including a rational
connection between the facts found and
the choices made. Several commenters
urge the Department to withdraw the
proposed rule. Some commenters
contend the rule is not legally
supportable and that, if the Department
finalizes the rule, it will be challenged
in court.

In contrast, other commenters argue
that the proposed rule closely tracks the
1988 regulations, which were upheld on
both statutory and constitutional
grounds by the Supreme Court. Those
commenters argue that the proposed
rule is just as constitutional now as it
was then, and observe that many other
cases have affirmed the principle that
the government is not obligated to fund
or facilitate abortions.

Numerous commenters state that the
Department has spent much time and
effort to craft a solution where there is
no problem to be addressed. They claim

27 See 42 U.S.C. 254b.

Title X has never funded abortions, and
Title X providers fully understand what
the statutes and 2000 regulations
require. They state that examples of the
misuse of Title X funds are not well
founded. Several commenters state that,
under the comment filing deadline of
July 31, 2018, they were unable to
evaluate the full extent of the impacts of
the Notice of Proposed Rule Making
(NPRM) on affected communities. These
commenters requested that the
Department extend the comment period
an additional 60 days, or to October 1,
2018. They contend this extension
would provide the Department more
time to hear from impacted populations
on changes to Title X. One commenter
contends their extension request was
due to the Department rushing the
publication of the proposed rule, and
engaging in insufficient public
engagement with stakeholders prior to
the release of the rulemaking. Another
commenter mentions they were
requesting an extension because they
experienced issues with submitting
their comments electronically.

Response: The Department notes that
there is, generally, a common
understanding regarding the history and
the purpose of the Title X program,
together with the sharp diversity of
opinion regarding the need for revisions
to the 2000 regulations. The Department
appreciates the emphasis many
comments place on Title X’s role in
caring for low income individuals by
providing a broad range of family
planning methods and services. The
Department concludes these final rules
will 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. The Department
expects these positive outcomes, in part,
because the Department believes (1)
program parameters will be more clear;
(2) new applicants will apply to serve
unserved or underserved patients and/
or less concentrated population areas
because the review and selection criteria
will no longer skew in favor of heavily
populated areas; (3) new providers who
previously were unable to participate in
Title X projects due to conscience
concerns with the 2000 regulations will
be free to apply for a Title X grant or to
participate in a Title X project; (4) Title
X providers will be more likely to
provide comprehensive primary care
services or refer to primary health
providers who can fulfill non-Title X
needs in close proximity to the clinics,
furthering overall health care of
patients; and (5) the broad and clear
definition for “family planning” will

enable grantees to better provide a broad
range of family planning methods and
services to meet the needs and desires
of more patients.

The Department believes that the final
rule represents a better interpretation of
the statutory provisions applicable to
the Title X program than the 2000
Regulations. The rule permits and will
encourage better and closer compliance
with these legal obligations on the part
of grantees and their subrecipients. The
Department agrees with comments
stating that the proposed rule is
necessary to protect the integrity of the
Title X program, and the Department
has authority to take such action, as
discussed above and supported by case
law.28 The Spending Clause of the
Federal Constitution provides Congress
authority to spend monies and to
impose conditions and requirements
with respect to the expenditures of
funds,2 and it has exercised this
authority to create the Title X program
and impose conditions upon it. The
Department has, in turn, exercised its
legal authority 39 to issue regulations to
guide Title X grantees in carrying out
the program. The rule will ensure
adherence to the statutory provisions
adopted by Congress for the Title X
program.

The Department agrees with
comments that section 1008 establishes
a broad prohibition on funding, directly
or indirectly, activities that treat
abortion as a method of family
planning.3* The Department also agrees
with comments that the 2000
regulations are inconsistent with that
interpretation insofar as they require
referral for abortion as a method of
family planning, allow the use of funds
for building infrastructure that could be
used for abortion services, and do not
require clear physical separation
between Title X activities and abortion-
related services.32 The Department

28 See Rust, 500 U.S. at 193.

29 Art. 1, sec. 8, cl. 1.

30 See 42 U.S.C. 300a—4.

31 See 42 U.S.C. 300a—6.

32 As described in the preamble to the 1988
regulations, 53 FR at 2923, prior to issuance of any
regulations pursuant to Title X, the Department
had, since 1972, interpreted section 1008 not only
as prohibiting the provision of abortion, but also as
prohibiting Title X projects from in any way
promoting or encouraging abortion as a method of
family planning. Further, based on the legislative
history, the Department had also, since 1972,
interpreted section 1008 as requiring that the Title
X program be “separate and distinct” from any
abortion activities of a grantee. However, in such
interpretations, the Department generally took the
view that if activity did not have the immediate
effect of promoting abortion, or which did not have
the principal purpose or effect of promoting
abortion, it was permitted in a project. See GAO,
No. HRD-82-106, Restrictions on Abortion and

Continued



7724 Federal Register/Vol.

84, No. 42/Monday, March 4, 2019/Rules and Regulations

notes that the 2000 regulations also do
not ensure transparency and
accountability in the use of taxpayer
funds since they fail to require grantees
to provide the Department with
information about subrecipients, to
ensure monitoring for potential misuse
of funds and for compliance with
federal laws (including a Title X-
specific appropriations provision) that
prohibit the use of taxpayer funds for
political activity or lobbying. Finally,
the 2000 regulations prescribe
inadequate grant application review
criteria for selecting grantees of Title X
funds who will comply with all of these
requirements.

The Department believes that the final
rule is a reasonable interpretation of the
Title X statute and applicable laws in
light of the express statutory terms,
legislative history, and case law
regarding the implementation and
enforcement of provisions such as
section 1008. The express terms in
section 1008 reasonably support the
Department’s conclusion that there must
be a separation between Title X projects
and funds and any project where
abortion is a method of family planning.
See 42 U.S.C. 300a—6. The express terms
of section 1008 also reflect the
congressional purpose that Title X
primarily has a preconception focus and
should fund and, thereby, encourage
preconception services. See Rust, 500
U.S. at 190 (“It is undisputed that Title
X was intended to provide primarily
prepregnancy preventive services.”).
This focus on preconception care
generally excludes payment for
postconception care and services,
though it can allow the provision of
information and counseling in a
postconception context, or access to
postconception services outside the
Title X project, if Title X’s restrictions
concerning abortion as a method of
family planning are maintained. It is,
thus, no surprise that the Supreme
Court concluded that the 1988
regulations’ “program integrity”’
requirements, which are substantially
similar to the ones adopted in this final
rule—including the portions of the
regulations mandating separate
facilities, personnel, and records—were
“based on a permissible construction of
the statute and are not inconsistent with
congressional intent.” Id. at 188. The
Court noted that, “if one thing is clear
from the legislative history, it is that
Congress intended that Title X funds be
kept separate and distinct from
abortion-related activities. . . .

Lobbying Activities in Family Planning Programs
Need Clarification, at 22 (Sept. 24, 1982), https://
www.gao.gov/assets/140/138760.pdf.

Certainly, the Secretary’s interpretation
of the statute that separate facilities are
necessary, especially in light of the
express prohibition of § 1008, cannot be
judged unreasonable.” Id. at 190. The
Court “defer[red] to the Secretary’s
reasoned determination that the
program integrity requirements are
necessary to implement the
prohibition.” Id. The Department now
reaffirms that reasoned determination
and reaches similar conclusions here.

The Department disagrees with
commenters who contend the proposed
rule (or this final rule) violates the
Constitution and the intent of Title X.
The Supreme Court rejected similar
constitutional challenges to the 1988
regulations. As an initial matter, it
upheld the statutory limitation of Title
X funds to programs where abortion is
not a method of family planning,
concluding that “[t]here is no question
but that the statutory prohibition
contained in § 1008 is constitutional”
because Congress ‘““may ‘make a value
judgment favoring childbirth over
abortion, and . . . implement that
judgment by the allocation of public
funds.’” Id. at 192 (internal citations
omitted; ellipsis in original). The Court
further explained that the provisions in
the 1988 regulations barring counseling
and referral were consistent with the
First and Fifth Amendments. Id. at 193—
94, 203. The Department believes the
Court’s analysis encompasses, and is
equally applicable to, the provisions of
this final rule for similar reasons.

The Department disagrees with
commenters contending the proposed
rule, to the extent it is finalized here,
infringes on the legal, ethical, or
professional obligations of medical
professionals. Rather, the Department
believes that the final rule adequately
accommodates medical professionals
and their ethical obligations while
maintaining the integrity of the Title X
program. In general, medical ethics
obligations require the medical
professional to share full and accurate
information with the patient, in
response to her specific medical
condition and circumstance. Under the
terms of this final rule, a physician or
APP may provide nondirective
pregnancy counseling to pregnant Title
X clients on the patient’s pregnancy
options, including abortion. Although
this occurs in a postconception setting,
Congress recognizes and permits
pregnancy counseling within the Title X
program, so long as such counseling is
nondirective. The permissive nature of
this nondirective pregnancy counseling
affords the physician or APP the ability
to discuss the risks and side effects of
each option, so long as this counsel in

no way promotes or refers for abortion
as a method of family planning. It
permits the patient to ask questions and
to have those questions answered by a
medical professional. Within the limits
of the Title X statute and this final rule,
the physician or APP is required to refer
for medical emergencies and for
conditions for which non-Title X care is
medically necessary for the health and
safety of the mother or child.

The Department appreciates
comments expressing concern about
administrative reporting burdens on
FQHCs who receive funding under both
Section 330 and Title X. However,
different federal programs often have
different reporting and other
requirements, depending on the specific
statutory requirements and constraints.
The fact that some federal grant
programs may require more (or less) to
qualify for funding is an appropriate
reflection of Congressional direction.
The Department is mindful of the
administrative burden when
establishing requirements for federal
grant programs and seeks, as possible, to
impose substantially the same
administrative requirements on grant
programs. However, it is under no
obligation to impose the same
requirements for multiple grant
programs; rather, it is guided by the
statutory requirements placed by
Congress regarding each individual
federal grant program. To the extent that
requirements overlap, the Department
believes that no additional burden
results because the information can be
readily shared within the grantee
organization. Where the Title X program
imposes additional requirements, these
additional requirements are the result of
specific statutory requirements
applicable to the Title X program. The
Department believes that these
additional requirements are reasonable
in light of those specific statutory
requirements and the Department’s need
to ensure compliance with such
requirements.

The Department also believes that
concerns that Title X will conflict with
Section 330’s voluntary family planning
requirements are unfounded. This final
rule continues the historical Title X
emphasis that family planning must be
voluntary—the definition of “family
planning” adopted by the final rule and,
thus, applicable to the Title X program
explicitly states that “family planning
methods and services are never to be
coercive and must always be strictly
voluntary.” This final rule also confirms
the statutorily mandate that a “broad
range”’ of family planning methods and
services be available under Title X. This
requirement also supports the voluntary
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nature of family planning by providing
a variety of methods and services so that
the individual patient can make an
informed choice, based on her own
lifestyle and needs. To the extent that
limitations are imposed on the Title X
program (e.g., abortion provisions), the
Department has carefully designed these
to enforce explicit statutory mandates
applicable to Title X. However, the
Department intends to continue
emphasizing the broad range of family
planning methods and services as a way
to fulfill the various family planning
needs of patients who visit the many
Title X clinics across the nation. Thus,
the Department finds that section 330
and Title X are complementary in this
respect.

The Department does not agree that
the final rule will impede the ability of
States and jurisdictions to meet the
national performance measure (NPM)
for annual adolescent preventive well
visits for the Title V Maternal and Child
Health Services Block Grant. Some
commenters contend that any limitation
on a patient’s ability to access affordable
health care at their preferred site of care
for family planning services or to meet
with the provider of their choice for
preventive health care will impede
States’ ability to meet their goals for the
well-woman visit NPM and the
adolescent well-visit NPM for Title V.
But by encouraging Title X projects to
offer either comprehensive primary
health care services onsite or have a
robust referral linkage with primary
health care providers who are in close
proximity to the Title X site, the
Department believes this final rule
should reinforce States’ ability to meet
their goals for well-woman and
adolescent well-visit NPMs.
Furthermore, the Department does not
believe that the rule will limit the
ability of individuals to access
affordable health care; thus,
achievement of the NPM will remain
unaffected by the changes in regulation.
The Title X program currently provides
services to adolescents and will
continue to provide these services.

The Department agrees with
comments stating that demonstrated
abuses of Medicaid funds do not
necessarily mean Title X grants are
being abused and did not make that
argument in the proposed rule. Rather,
the Department believes that examples
of abuse in other Federal programs help
illustrate the need for clarity with
respect to permissible and
impermissible activities in connection
with the Title X program and Title X
funds, especially where the 2000
regulations foster confusion and

ambiguity.33 Title X is a grant program
where funds are disbursed before
completion of the service, increasing the
possibility of intentional or
unintentional misuse of funds.
Appropriate accountability standards
are particularly appropriate in the case
of grant programs such as Title X.

The Department’s reasons for
deciding to revise the 2000 regulations
go beyond evidence regarding abuses of
Medicaid funds by entities that are also
Title X grantees or subrecipients, and
are discussed in more detail below.
These additional reasons include the
Department’s view that Title X grantees
must be financially transparent and
accountable throughout the grant
disbursement process, rather than only
after the grant is spent. The Department
has a compelling interest in ensuring
that, from the moment of disbursal, Title
X funds are used only for permissible
activities under the Title X statute,34
rather than condoning after-the-fact
correction and bookkeeping
adjustments. The Department disagrees
with some commenters who
characterize the government’s pursuit of
this interest as “restricting abortion
rights”; the Supreme Court rejected
similar arguments and challenges to
similar provisions in the 1988
regulations. See Rust, 500 U.S. at 177—
178 (upholding similar Title X “program
integrity”’ requirements).

The Department also seeks to remedy
the potential for confusion, under the
2000 regulations, about whether Title X
funds can be, or are being used, in a
project where abortion is a method of
family planning. It does so by finalizing
the rule to strengthen the requirements
for financial separation and to preclude
shared physical space and staff with
respect to abortion. It also does so by
improving grant monitoring, including
fiscal and internal controls, to prevent
the misuse of taxpayer funds. The Title
X program is not unique in the need for
such grant monitoring to identify and
prevent such misuse. However,

334, . [Aludits have found overbilling . . .
improper practices resulting in significant Title
XIX-Medicaid overpayment . . . [and]
“unbundling” or “fragmentation” billing schemes
related to pre-abortion examinations, counseling
visits, and other services performed in conjunction
with an abortion, and improper billing for the
abortions themselves.” See Foster, Profit. No Matter
What, 2017 Report on Publicly Available Audits of
Planned Parenthood Affiliates and State Family
Planning Programs, Charlotte Lozier Institute
Special Report Series 3 (Jan. 4, 2017), https://
lozierinstitute.org/profit-no-matter-what
(summarizing evidence from publicly available
audits). These examples of abuse illustrate the need
to clarify any confusion or ambiguity that may
cause or add to the problems uncovered by the
auditors.

3442 U.S.C. 300a—6.

particularly because providing abortion
as a method of family planning has been
statutorily prohibited,3® and abortion is
a source of contentious public debate,
the Department believes improved
accountability measures are a useful and
responsible action that will expand
taxpayers’ trust in the Title X program.

In response to commenters who
contend the rule will be challenged in
court, the Department believes the
Supreme Court’s decision in Rust
provides broad support for the approach
taken in this rule. Although the rule
differs in some respects from the 1988
regulations upheld in Rust, some of
those differences arise from the
Department’s desire to implement
statutory provisions that did not exist at
the time the 1988 regulations were
adopted. Other differences, such as the
permission for nondirective pregnancy
counseling—which implements an
appropriations rider that was adopted as
early as 1996 36 and has been regularly
included in HHS’s appropriations
through fiscal year 2019—are more
permissive than the 1988 regulations
and less susceptible to the type of
challenges that plaintiffs brought
(unsuccessfully) in Rust. Other changes
concern issues not directly addressed in
Rust, but plainly supported by the
Department’s discretion to implement
the program as set forth in Title X and
applicable statutes. The Department
believes that each component of the rule
is legally supportable, individually and
in the aggregate. To the extent a court
may enjoin any part of the rule, the
Department intends that other
provisions or parts of provisions should
remain in effect.

The Department disagrees with
commenters who state that the 60-day
comment period was insufficient. The
APA does not have a minimum time
period for comments, and 60-day
comment periods are used for large
numbers of very significant rules,
including rules that contain far more
complicated and complex proposed
requirements. The comment period
closed 60 days after publication of the
proposed rule in the Federal Register on
June 1, 2018, but the proposed rule went
on display at the Office of the Federal

35]d.

36 Omnibus Consolidated Rescissions and
Appropriations Act of 1996, Public Law 104-134,
110 Stat. 1321, 1321-221 (stating that “‘amounts
provided to said projects under such title shall not
be expended for abortions, that all pregnancy
counseling shall be nondirective, and that such
amounts shall not be expended for any activity
(including the publication or distribution of
