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I. INTRODUCTION 

When the Trump Administration proposed radical changes in the rules that 

have governed the Title X program for decades, the State of Washington and other 

plaintiffs sued immediately, and three district courts in this circuit properly granted 

preliminary injunctions preserving the status quo. Each of those courts found that 

States, patients, and healthcare providers would suffer irreparable harms if the new 

rules took effect, and that the new rules were likely unlawful. Defendants appeal 

those rulings, but come nowhere close to meeting their burden of showing that these 

district courts abused their discretion. This Court should leave the injunctions in 

place and preserve the status quo while the parties litigate the merits of the legality 

of these new rules. 

In appealing these injunctions, the central and profoundly flawed argument 

offered by the Department of Health and Human Services (HHS) is that the district 

courts’ legal conclusions are foreclosed by Rust v. Sullivan, 500 U.S. 173 (1991). 

But Rust simply held that rules issued 30 years ago were not an “impermissible” 

interpretation of Title X under the statutes governing at the time. 

The law has changed significantly in the decades since Rust, and that decision 

addressed different issues on a different record related to different regulations. Every 

year since 1996, Congress has adopted a “Nondirective Mandate” making clear that 

Title X pregnancy counseling must be neutral and patient-directed. And in 2010 
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Congress prohibited HHS from promulgating any regulation impeding patients’ 

access to medical information and quality care. The Final Rule at issue here violates 

these mandates by requiring Title X providers to direct patients toward prenatal care 

and withhold information about abortion, regardless of the patient’s wishes or the 

provider’s professional judgment. And the Final Rule is arbitrary and capricious 

because HHS ignored evidence that the Final Rule will decimate access to care and 

force providers to violate medical ethics and standards of care. 

HHS’s argument that the Washington district court abused its discretion in 

finding a likelihood of irreparable harm is just as untenable. HHS submitted no 

evidence on harm—nothing refuting Plaintiffs’ “substantial evidence of harm,” and 

nothing establishing any harm to HHS. The district court’s ruling that the irreparable 

harm, balance of equities, and public interest factors tip “strongly” in Washington’s 

favor is amply supported, particularly because HHS’s arguments were “not based on 

any evidence presented in the record” before the district court.  

In short, the district court acted well within its discretion to preserve the 

longtime status quo, and its preliminary injunction should stand. 

II. STATEMENT OF JURISDICTION 

Following FRAP 28(b)(1), Washington adds that the bases for the district 

court’s jurisdiction are 28 U.S.C. §§ 1331, 1346, 2201– 02, and 5 U.S.C. §§ 701–

06. ER260; see Op.Br.3. 
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III. STATEMENT OF THE ISSUES 

1. Since 1996, Congress has mandated that all Title X pregnancy 

counseling be nondirective. The Final Rule prohibits Title X providers from 

referring patients for abortion care; requires referrals for prenatal care even when 

patients unequivocally wish to terminate their pregnancies; and permits clinic staff 

to give biased information. Did the district court properly exercise its discretion in 

preliminarily enjoining HHS’s rule on the ground that it likely violates Congress’ 

Nondirective Mandate? 

2. Since 2010, Congress has prohibited HHS from promulgating any 

regulation that creates unreasonable barriers to care, impedes timely access to 

medical services, interferes with patient–provider communications, or violates 

principles of informed consent and medical ethics. 42 U.S.C. § 18114 (Section 

1554). The Final Rule not only limits providers’ ability to provide complete and 

accurate counseling to pregnant patients, it also imposes costly separation 

requirements and other rules that will force qualified, longstanding, crucial providers 

out of the Title X program. Did the district court properly exercise its discretion in 

preliminarily enjoining HHS’s rule on the ground that it likely violates Section 

1554? 

3. Title X’s central purpose is to equalize access to comprehensive, 

evidence-based, voluntary family planning services.  In promulgating the Final Rule, 
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HHS reversed its longstanding, evidence-backed policies governing Title X, while 

failing to consider or respond to unanimous comments from leading medical 

associations that the Final Rule will require violations of medical ethics and 

standards of care, and ignoring substantial evidence that the Final Rule will destroy 

existing care delivery systems. Did the district court properly exercise its discretion 

in preliminarily enjoining the Final Rule on the ground that it is likely arbitrary and 

capricious? 

4. The district court concluded, based on extensive evidence, that the Final 

Rule would likely “seriously disrupt or destroy the existing network of Title X 

providers in both the State of Washington and throughout the entire nation.” HHS 

opted not to submit any evidence to the trial court. In light of the unrebutted evidence 

of irreparable harm, are the district court’s factual findings of irreparable injury 

clearly erroneous?  

IV. PERTINENT STATUTES AND REGULATIONS 

Following FRAP 28(f), pertinent statutes and regulations not included in 

HHS’s opening brief are reproduced in the addendum to this brief. 
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V. STATEMENT OF THE CASE 

A. STATUTORY AND REGULATORY BACKGROUND 

1. Overview of Title X and Washington’s Program 

Title X of the Public Health Service Act, 42 U.S.C. § 300 et seq., is the 

nation’s safety-net family planning program for low-income individuals. Its primary 

purpose is to equalize access to effective contraception to help women avoid 

unplanned and unwanted pregnancies. See 42 U.S.C § 300; Pub. L. No. 91-572, § 2, 

84 Stat. 1504 (1970); ER118, 126, 263–65. It was passed with broad support in 

response to evidence that low-income women’s lack of access to effective 

contraception afforded them less control over their reproduction, creating adverse 

health and economic outcomes. ER261–62. 

Through grants to states and other entities, Title X funds programs1 that offer 

a “broad range of acceptable and effective family planning methods and services[.]” 

42 U.S.C. § 300(a). Section 1007 provides that acceptance of all Title X services and 

information must be “voluntary.” Id. § 300a-5. Section 1008 provides that Title X 

funds may not be used for “abortion as a method of family planning.” Id. § 300a-6. 

Title X programs offer patients a wide selection of contraceptive options; testing for 

sexually transmitted infections (STIs) and HIV; cancer screenings; pregnancy 

                                           
1 A “program” or “project” is not a physical location, but “a plan or sequence 

of activities” supported by Title X funding. 84 Fed. Reg. 7787. 
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testing and counseling; and referrals for out-of-program care, including abortion. Id.; 

42 C.F.R. § 59.5(a); ER118–20.  

The Washington State Department of Health (DOH), the sole grantee of 

Title X funds in Washington, runs a statewide program, overseeing a network of 16 

subrecipient organizations operating 85 clinic sites. ER119; WSER018, 483. 

Approximately one-third of the program is funded through Title X grants; the 

remainder is State-funded. WSER022. In 2017 alone, this program served over 

91,000 low-income patients (57% of whom were at or below the federal poverty 

level), saving over $113 million in health care costs and helping women avoid over 

18,000 unintended pregnancies. WSER022, 025, 484. 

HHS is authorized to issue regulations implementing Title X, subject to 

statutory limitations on its authority. See 42 U.S.C. §§ 300–300a-4. Since the 1970s, 

Title X regulations and guidance have governed grantees’ provision of effective, 

medically approved contraception and other family planning services, including 

nondirective pregnancy counseling and referrals for out-of-program care, while 

ensuring compliance with section 1008’s prohibition on funding abortion.  

ER266–75. An anomalous 1988 “gag rule,” which was swiftly enjoined and never 

fully implemented, prohibited nondirective pregnancy counseling, including referral 

for abortion, and required physical separation of abortion care. ER267–68. The gag 

rule was ultimately upheld as a permissible construction of Title X in 
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Rust v. Sullivan, 500 U.S. 173 (1991), but was rescinded in early 1993 amidst public 

outcry and continued litigation. ER268–70. 

Since 1996, Congress has included the Nondirective Mandate in its annual 

appropriations acts. ER123, 276 (citing appropriations acts 1996–2018). The 

Department of Health and Human Services Appropriations Act, 2019, which funds 

HHS through September 2019, provides that all Title X pregnancy counseling “shall 

be nondirective[.]” Pub. L. No. 115-245. HHS has previously acknowledged the 

Nondirective Mandate as an “important” Congressional “requirement,” explaining 

that “the 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.” 65 Fed. Reg. 41,273. Moreover, nondirective counseling is “consistent 

with the prevailing medical standards” recommended by national medical groups. 

Id. 

Section 1554 of the Affordable Care Act further limits HHS’s authority by 

providing the Department “shall not promulgate any regulation” that— 

(1) creates any unreasonable barriers to the ability of individuals to 
obtain appropriate medical care; 

 
(2) impedes timely access to health care services; 

 
(3) interferes with communications regarding a full range of 

treatment options between the patient and the provider; 
 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 17 of 91



 

8 

(4) restricts the ability of health care providers to provide full 
disclosure of all relevant information to patients making health 
care decisions; [or] 

 
(5) violates the principles of informed consent and the ethical 

standards of health care professionals . . . . 
 
42 U.S.C. § 18114. 
 

HHS’s Current Regulations, which reinstated the pre-Rust status quo, are 

consistent with these statutes. They require Title X projects to offer neutral, factual 

information about all pregnancy options—“prenatal care and delivery”; “infant care, 

foster care, and adoption”; and “termination of pregnancy”—and referral upon 

request, unless the patient does not wish to receive information about a particular 

option. 42 C.F.R. § 59.5. Likewise, HHS’s Program Requirements for Title X 

incorporate a research-backed publication entitled “Providing Quality Family 

Planning Services” (the QFP), which directs that “[o]ptions counseling should be 

provided” to pregnant patients as recommended by the American College of 

Obstetricians and Gynecologists (ACOG) and other leading institutions. WSER514, 

547; see also WSER191 (ACOG cmt); ER123–24, 274.2 HHS reaffirmed the QFP 

as recently as December 2017. WSER534, 593. 

                                           
2 ACOG instructs that pregnant patients should be “fully informed in a 

balanced manner about all options,” infra at 47 n.21. 
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2. The Final Rule 

The Final Rule, 84 Fed. Reg. 7714 (Mar. 4, 2019), reverses longstanding 

policies reflected in the Current Regulations and Program Requirements. It would 

dismantle Title X programs like Washington’s that are currently functioning 

smoothly. The Final Rule would disrupt patients’ access to information and medical 

care—whether funded by Title X or otherwise—in three ways. 

First, the Final Rule imposes coercive and misleading pregnancy counseling 

requirements that violate the Nondirective Mandate and other post-Rust laws. It 

broadly prohibits referrals for abortion, striking requirements that patients be 

referred for out-of-program care upon request and for “medically indicated” care. 

Final Rule §§ 59.5(a)(5), 59.5(b)(1), 59.14(a). Cf. current 42 C.F.R. §§ 59.5(a)(5), 

59.5(b)(1); see ER285–86, 289–90. It requires that all pregnant patients receive 

directive referrals for prenatal care absent a medical “emergency,”3 regardless of the 

patient’s wishes (or the provider’s medical judgment). Final Rule § 59.14(b); ER286. 

It also permits directive pregnancy counseling about options that do not include 

abortion (which can be provided by any clinic staff), while prohibiting any mention 

                                           
3 The purported exception for “rape and/or incest,” Op.Br.9, does not appear 

in the Final Rule, but only in its preamble. 84 Fed. Reg. at 7747 n.76. Even if this 
exception existed, it would be meaningless in Washington because there is no known 
“comprehensive health service provider who also provides abortion”—the only 
permissible referral source—anywhere in the State. Id.; see WSER033. 
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of abortion by staff other than practitioners or “advanced practice providers.” 

Final Rule §§ 59.14(b), 59.2; ER286–88. 

Second, the Final Rule imposes onerous and unworkable physical separation 

requirements, without sufficient justification. If a Title X provides abortion care or 

referral, or engages in expressive or associational activities such as supporting access 

to safe and legal abortion, those activities must be physically separated from Title X 

services. Final Rule § 59.15; see id. §§ 59.13, 59.14, 59.16; ER295–96. “Factors 

relevant to” adequate separation include: 

• Separate treatment, consultation, examination and waiting rooms; 

• Separate office entrances and exits; 

• Separate phone numbers and email addresses; 

• Separate websites; 

• Separate educational services; 

• Separate personnel; 

• Separate workstations; 

• Separate electronic health records; and  

• The presence or absence of signage “referencing” abortion. 

Final Rule § 59.15; ER296. HHS insisted that employing separate Title X and 

non-Title X staff is insufficient separation, that co-locating Title X activities and 

abortion-related activities within a single space is impermissible, and that separate 
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electronic health records systems are mandatory. 84 Fed. Reg. at 7764–67, 7769. 

Many clinics cannot bear the costs—which commenters anticipate will be over 20 

times HHS’s unsupported estimate of $30,000 per clinic—or cannot meet the 

one-year compliance deadline. WSER006–07, 356, 412, 453–54; 84 Fed. Reg. 7782. 

Those that manage to comply will have to provide unethical and substandard care, 

divert limited resources away from caring for patients, and limit their hours or close 

their doors during construction, further reducing access to care. ER301–05; 

WSER039–40, 045, 047, 050, 164, 209, 211–12, 215–16, 225, 260, 450, 499,  

502–04. 

Third, the Final Rule makes a number of other changes that will reduce access 

to care, including removing the requirement that Title X services be “medically 

approved.” Those changes will (a) shift resources away from evidence-based 

medicine (compare Final Rule § 59.5(a)(1) with current 42 C.F.R. § 59.5(a)(1); 

ER305–07); (b) require that Title X clinics offer or be in close proximity to 

“comprehensive primary health services,” effectively forcing many rural clinics to 

move, hire new doctors, or shut down (Final Rule § 59.5(a)(12); ER307–09); (c) vest 

HHS with broad discretion to arbitrarily deny grant applications before they can be 

reviewed on the merits (Final Rule § 59.7(b); ER311–13); and (d) limit the uses of 

Title X funds—even uses expressly permitted by the statute (Final Rule § 59.18(a); 

ER313–14). 
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3. The Final Rule’s Impact on Washington 

As Washington showed before the district court, the Final Rule will “seriously 

disrupt or destroy” its Title X network, “harm the health of the patients who rely on 

the existing Title X providers” by depriving them of access to care, and impose 

“unnecessary costs” on the State. ER127. All this despite there being “no evidence” 

of any violation of Title X under the current regulations. ER127. The consequences 

for the State and its residents are irremediable.  

The Final Rule will “drive many Title X providers from the system” by 

forcing them into a “Hobson’s Choice”:  violate their ethical and legal obligations 

to fully inform patients while undertaking enormous costs to comply with the rule, 

or reject federal funding that would help them serve more patients. ER127–28, 294, 

297. Five current Title X subgrantees operating 35 clinics in Washington—which 

served 89% of all Washington patients in 2017—have already informed DOH that 

they cannot meet the Final Rule’s new requirements and will have to exit the 

program. WSER035–36.4 When they depart, “over half of Washington counties 

would be unserved by a Title X-funded family planning provider,” including six of 

the 10 most populous counties in the State. ER127; WSER036. Patients in those 

counties would have to travel hundreds of miles to the nearest clinic, overburdening 

                                           
4 Other subrecipients, clinics, and individual providers are likely to leave as 

well, due to the Final Rule’s costly required separation and imposition of unethical 
and contraindicated medical care. WSER003–04, 037. 
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clinics that remain, while patients who cannot manage the long trip would lose 

access to Title X services. WSER036. 

The Final Rule will “uniquely impact rural and uninsured patients.” ER127. 

Rural clinics are more likely to close absent federal funding, worsening things for 

patients already more likely to be uninsured and underserved. WSER004–05,  

037–38, 502–04; see also ER127; WSER214–15, 225, 246–47. Students, too, would 

be “especially hurt,” with the loss of Title X clinics near colleges and universities 

jeopardizing their health and educational attainment. ER127; WSER003, 038, 048, 

376, 475, 482.  

In the unlikely event that the remaining 11% of the network stayed in place 

with no staff losses in the face of the “difficult choice” imposed by the Final Rule, 

these clinics could not nearly serve all the patients who “rely on the existing Title X 

providers.”5 ER127; WSER038. For instance, Federally Qualified Health Centers in 

Washington are structurally and financially unable to absorb the massive influx of 

patients if Title X clinics shut down. WSER146–47, 215, 284, 293–94, 396, 458. 

Although HHS “belie[ves]” that new clinics will somehow fill the massive gaps in 

                                           
5 Studies show that when specialized family planning clinics such as Planned 

Parenthood are excluded from statewide networks, patients lose access to care, and 
other clinics are unable to fill the gaps even when the program is adequately funded. 
See WSER215–16, 230, 298–99, 353, 396, 400, 597–610. 
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the network, it offered no evidence to support this. 84 Fed. Reg. 7766; ER129 

(HHS’s asserted belief was not “based on any evidence”). 

The Final Rule’s drastic and harmful new requirements hurt not only patients 

and providers—they also impose “unnecessary costs on the State” and make it “not 

legally or logistically feasible” for Washington to continue administering a Title X 

program at all. ER127. For instance, the separation provisions would require DOH 

to physically separate its Olympia-based administration of Washington’s Title X 

program from any State abortion-related activities, such as promoting safe and legal 

access. WSER043–44. Even if Washington could continue its Title X program 

despite the crippling burden of opening and managing separate government 

buildings, employing separate staff, and establishing separate communications 

infrastructure within DOH, the program would receive less federal funding due to 

network shrinkage as discussed above, and would offer substandard care that harms 

patients and increases costs. Infra at 44, 47–48. 

If its Title X funds disappear entirely, Washington’s program will lose a third 

of its current funding, denying 72,000 Washingtonians access to subsidized family 

planning services. WSER047, 049–50. The 16,000 Title X patients in Washington 

who pay on a sliding scale may no longer be able to afford needed care if they lose 

access to a Title X clinic and have to pay full price. WSER164. With fewer patients 

able to access the most effective forms of contraception, STI testing, cancer 
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screening, and other reproductive health care, the inevitable consequences will 

include more unintended pregnancies, more maternal deaths,6 adverse maternal and 

pediatric health outcomes, undetected cancers, and other public health problems. 

ER324, 326–27; WSER050–51, 178, 205, 231, 237, 247–49, 303, 306, 309–10, 323, 

350–54, 395–402, 413, 450, 460–61, 505.  

Washington would bear increased public health costs under the Final Rule, 

losing “more than $28 million in savings from the loss of federal dollars” in the first 

year alone. ER127; WSER050. Nationally, every $1 spent on family planning 

services results in over $7 of cost savings by tacking preventable health  

issues—savings that will be slashed if the Final Rule impedes access to these 

services. See WSER187, 289, 351, 460, 505, 631–84. The State’s Health Care 

Authority, which administers Medicaid and other public health programs, currently 

funds nearly 50% of all births in Washington State—a figure almost certain to 

increase if unintended pregnancies rise due to the Final Rule. WSER162–63.7 

Patients who are ineligible for Medicaid and lose access to Title X services would 

have to turn to other parts of the safety net, or fall through the cracks. 

                                           
6 Maternal mortality has been rising in the United States, with the risks being 

especially high for women of color. ER290 n.28; WSER246, 612–29. 
7 Currently, 81% of Title X clients are eligible for Medicaid or would become 

eligible in the event of a pregnancy. WSER158–65. 
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Washington raised its concerns about network destruction in public 

comments, WSER503, 507, but HHS failed to even acknowledge Washington’s 

unique concerns. Yet HHS now admits that the Final Rule so drastically reduces 

access that it leaves women who depend on Title X services for critical care “in the 

same place that [they] would have been in had Congress never enacted Title X.” 

Op.Br.14. 

B. PROCEDURAL HISTORY 

HHS published the Final Rule on March 4, 2019. Washington immediately 

sued, ER251–340, as did the National Family Planning and Reproductive Health 

Association (NFPRHA) and other plaintiffs, ER173–250. After consolidation, 

Plaintiffs respectively filed motions for a preliminary injunction based on their APA 

claims. 

On April 25, 2019, the district court held a lengthy hearing, see ER7–111, and 

granted a preliminary injunction, ruling that “all four factors tip in [Plaintiffs’] 

favor.” ER125–29.8 

                                           
8 HHS’s effort to manufacture error falls flat, Op.Br.23–24; these findings 

would satisfy any standard. If the district court’s reasoning is found to be in need of 
clarification or supplementation, the Court should still preserve the preliminary 
injunction to avoid irreparable harm in the interim. See, e.g., Does 1-10 v. Univ. of 
Wash., 695 F. App’x 265, 267 (9th Cir. 2017); Able v. United States, 44 F.3d 128, 
132 (2d Cir. 1995) (per curiam). 
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HHS appealed and moved both the district court and this Court to stay the 

preliminary injunction pending appeal. The district court denied this relief, but a 

panel of this Court entered a stay on June 20, 2019. That order is subject to multiple 

pending requests for en banc review. E.g., Dkt.40-1. 

VI. SUMMARY OF THE ARGUMENT 

The district court correctly found all four factors weighed in favor of a 

preliminary injunction. Washington is likely to succeed on the merits of its claims 

that the Final Rule is contrary to law because it violates the Nondirective Mandate, 

section 1554 of the Affordable Care Act, and the text and purpose of Title X, and 

because the Final Rule is arbitrary and capricious. Specifically, by requiring Title X 

providers to steer patients toward childbirth and away from abortion, the Final Rule 

violates Congress’s command that all Title X pregnancy counseling “shall be 

nondirective.” The counseling distortions also violate section 1554’s prohibition on 

“any regulation” that interferes with communications in the patient–provider 

relationship, violates principles of medical ethics, or impedes patients’ access to 

medical information and care. Further, because the counseling distortions require 

patients to receive unwanted information about medical options they are not 

considering and permit providers to withhold information necessary for informed 

consent, they contravene Title X’s core requirement that the receipt of all 

information and services must be strictly voluntary. 
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The Final Rule’s onerous physical separation requirements likewise violate 

both section 1554 and Title X itself because they unduly interfere with patients’ 

access to needed care—both within the Title X program and outside it. The costs of 

separation and ethical conundrum will force key providers to depart the Title X 

network, leaving many of the neediest patients without access to care. This cannot 

be squared with Title X’s primary purpose of equalizing access to high-quality, 

comprehensive, choice-based family planning services. Aside from the counseling 

distortions and separation requirements, a number of other individual provisions of 

the Final Rule violate statutory requirements as well. 

In addition, the Final Rule is arbitrary and capricious because HHS 

disregarded key aspects of Title X. It failed to meaningfully respond to significant 

concerns that the Final Rule will force providers to violate medical ethics and 

standards of care and wreak havoc on existing care delivery systems. It also failed 

to justify the complete reversal of its evidence-backed program requirements. At 

best, HHS paid lip service to critical concerns, and at worst, ignored them 

completely. 

Washington submitted extensive, unrefuted evidence that the Final Rule will 

dismantle its successful statewide Title X network, which over several decades has 

improved outcomes while generating significant cost savings. HHS, on the other 

hand, failed to submit any evidence whatsoever, and failed to show any harm to itself 
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or the public from preserving the decades-long status quo while the Final Rule’s 

legality is adjudicated. 

Rust v. Sullivan did not address these issues. The case considered a different 

gag rule on a different record from 30 years ago, and did not account for legal and 

factual developments in the ensuing decades. The current legal framework and 

factual record—not Rust—drive the inquiry, and the district court committed no 

error in applying them. 

VII. ARGUMENT 

A. STANDARD OF REVIEW 

The Court reviews the district court’s entry of a preliminary injunction for an 

abuse of discretion. Network Automation, Inc. v. Advanced Sys. Concepts, Inc., 

638 F.3d 1137, 1144 (9th Cir. 2011). That standard is “highly deferential to the 

district court.” Microsoft Corp. v. Motorola, Inc., 696 F.3d 872, 881 (9th Cir. 2012). 

The Court of Appeals “review[s] conclusions of law de novo and findings of fact for 

clear error.” All. for the Wild Rockies v. Cottrell, 632 F.3d 1127, 1131 (9th Cir. 2011) 

(internal quotation marks omitted). In so doing, the Court does not “determine the 

ultimate merits,” but rather “only whether the district court correctly distilled the 

applicable rules of law and exercised permissible discretion in applying those rules 

to the facts at hand.” Fyock v. Sunnyvale, 779 F.3d 991, 995 (9th Cir. 2015). Where 

the district court identifies the correct legal standards, a preliminary injunction 
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should be vacated only if their application is “(1) illogical, (2) implausible, or 

(3) without support in inferences that may be drawn from the facts in the record.” 

Pimentel v. Dreyfus, 670 F.3d 1096, 1105 (9th Cir. 2012). 

To obtain a preliminary injunction, the plaintiff must establish (1) a likelihood 

of success on the merits; (2) a likelihood of irreparable harm in the absence of 

preliminary relief; (3) that the balance of equities favors an injunction; and (4) that 

an injunction is in the public interest. Winter v. Nat. Res. Def. Council, Inc., 555 U.S. 

7, 22 (2008). The Ninth Circuit weighs those factors on a “sliding scale.” 

Karnoski v. Trump, -- F.3d ---, No. 18-35347, 2019 WL 2479442, at *12 n.14 

(9th Cir. Jun. 14, 2019). Where there are “serious questions going to the merits,” but 

“less than a ‘likelihood of success’ on the merits, a preliminary injunction may still 

issue so long as ‘the balance of hardships tips sharply in the plaintiff’s favor’ and 

the other two factors are satisfied.” Id. (quoting Shell Offshore, Inc. v. Greenpeace, 

Inc., 709 F.3d 1281, 1291 (9th Cir. 2013)). 

B. LIKELIHOOD OF SUCCESS ON THE MERITS 

1. The Final Rule Is Contrary to Law 

Courts must hold unlawful and set aside agency action “not in accordance 

with law.” 5 U.S.C. § 706(2). This “means, of course, any law, and not merely those 

laws that the agency itself is charged with administering.” F.C.C. v. NextWave 

Personal Commc’ns, Inc., 537 U.S. 293, 300 (2003). 
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a. Rust does not dictate the outcome. 

HHS’s claim that Rust is dispositive regardless of subsequent legal and factual 

developments has no merit. Rust did not address the legal issues raised here, and it 

addressed regulations significantly narrower than the Final Rule. Moreover, HHS 

failed to adequately consider the robust record in this case, which differs from the 

30-year-old record at issue in Rust. No party seeks to “overrule” Rust or argue that 

it has been “abrogated.” Op.Br.22, 31–32. But as the district court correctly 

determined, the inquiry does not begin and end with Rust. 

i. Rust held that section 1008 of Title X was “ambiguous,” leaving the 

Supreme Court “unable to say” that the 1988 gag rule was an “impermissible” 

interpretation. 500 U.S. at 184. At that time, there was no Nondirective Mandate, the 

Affordable Care Act would not be enacted for another 20 years, and HHS had yet to 

adopt the evidence-backed Program Requirements. After Rust (and after the 

anomalous gag rule was rescinded), Congress made clear that section 1008 does not 

prohibit nondirective pregnancy counseling, enshrining that longtime understanding 

in the law (and reenacting it annually through the present). ER276; supra at 7–8. In 

2010, Congress further restricted HHS’s rulemaking authority by enacting section 

1554 of the Affordable Care Act. These statutes make clear that section 1008 does 

not prohibit nondirective pregnancy counseling—in fact, Title X funding is 

conditioned on any counseling being nondirective—and HHS lacks authority to 
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promulgate any regulation that interferes with patients’ access to medical 

information and care or mandates unethical practices. 

HHS’s dismissal of these intervening statutes as “terse” and “obscure,” 

Op.Br.14, does not save it from the fact that Congress’s pronouncements are 

controlling, and the agency is bound by statutory limitations on its authority. 

See Chevron, USA, Inc. v. Nat. Res. Defense Council, Inc., 467 U.S. 837, 843 (1984) 

(courts “must give effect to the unambiguously expressed intent of Congress,” which 

is binding on the agency); see also Strawser v. Atkins, 290 F.3d 720, 734 (4th Cir. 

2002) (courts must “follow Congress’s last word on the matter even in an 

appropriations law”). HHS cites no support for the proposition that a formerly 

“permissible” interpretation of an ambiguous statutory provision remains lawful 

despite later statutes that foreclose the interpretation. Op.Br.16–22, 30–31. As the 

district court aptly summarized:  “[T]he agency . . . is required to follow the law. It 

isn’t just given carte blanche to make the law what it wants it to be.” ER60:11–14. 

Furthermore, it is “rudimentary” that “courts do not interpret statutes in 

isolation, but in the context of the corpus juris of which they are a part, including 

later-enacted statutes[.]” Branch v. Smith, 538 U.S. 254, 281 (2003) (plurality op.) 

(quoting United States v. Freeman, 3 How. 556, 564–65 (1845) (“if it can be 

gathered from a subsequent statute in pari materia, what meaning the Legislature 

attached to the words of a former statute, they will amount to a legislative declaration 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 32 of 91



 

23 

of its meaning, and will govern the construction of the first statute”)); see also Scalia 

& Garner, Reading Law 330 (2012) (“While the implication of a later enactment will 

rarely be strong enough to repeal a prior provision, it will often change the meaning 

that would otherwise be given to an earlier provision that is ambiguous.”). Here, the 

Nondirective Mandate and the Affordable Care Act clarified that section 1008 

cannot be read to prohibit nondirective counseling, including referrals for abortion. 

Even if section 1008 were ambiguous on this point in 1988, HHS now clearly lacks 

authority to promulgate a modern gag rule under these later-enacted statutes. See 

NextWave, 537 U.S. at 300 (agency action that violates “any law” must be set aside). 

ii. Even apart from the Nondirective Mandate and Affordable Care Act, 

Rust cannot control the outcome because the rulemaking record in 2018 differed 

from the record in 1988. HHS asserts that the Final Rule is “indistinguishable” from 

the 1988 gag rule, Op.Br.16, but even if that were true (it is not), HHS must still base 

its rulemaking on “the administrative record before the agency at the time the agency 

made its decision.” Nat’l Wildlife Fed’n v. U.S. Army Corps of Eng’rs, 384 F.3d 

1163, 1170 (9th Cir. 2004). A rulemaking cannot survive judicial review if the 

agency failed to consider important factors, acted counter to the evidence in the 

record, or offered no “reasoned analysis” based on the record. Motor Vehicle Mfrs. 

Ass’n of U.S. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 42–43 (1983); 

Michigan v. EPA, 135 S. Ct. 2699, 2707 (2015). Here, HHS ignored extensive 
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evidence and failed to consider numerous present-day issues not raised in  

Rust—including that the Final Rule will dismantle Washington’s statewide Title X 

network and diminish or eliminate patient access to Title X services, and is contrary 

to modern medical ethics. Infra at 34 n.15, 42–45. HHS’s failure to offer any 

rational, record-based explanation for its policy reversals further distinguishes this 

case from Rust. For example, in holding that the 1988 separation requirements were 

“permissible,” the Supreme Court relied on the fact that they were “promulgated in 

direct response to” reports by the Government Accountability Office and the Office 

of the Inspector General. 500 U.S. at 188. By contrast, here, HHS relies on Rust 

alone for its broad and burdensome new separation requirements. See Op.Br.17–18. 

Any similarities between the 1988 gag rule and the Final Rule are irrelevant 

in light of superseding statutes and HHS’s failure to engage in a reasoned 

decisionmaking process based on the record before it. But the Final Rule goes much 

further than the 1988 gag rule in a number of respects: by making prenatal care 

referrals mandatory and deeming such care “medically necessary” in all cases;9 

imposing more onerous physical separation requirements on a much broader range 

                                           
9 The Final Rule requires that pregnant patients “shall be referred to a health 

care provider for medically necessary prenatal health care,” § 59.14(b)(1), whereas 
the 1988 gag rule provided for referral to “prenatal and/or social services” as 
“appropriate.” 53 Fed. Reg. 2945 (former 42 C.F.R. § 59.8(a)(2)). 
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of activity;10 removing the longstanding requirements that contraceptive services be 

“medically approved” and that patients be referred for any “medically indicated” 

care; adding the burdensome new “comprehensive primary health services” 

requirement; limiting the use of Title X funds in contravention of the statute; and 

giving HHS discretion to unilaterally reject grant applications prior to merits review. 

Contra Op.Br.21–22. These new provisions either exceed restrictions imposed by 

the 1988 gag rule or have no 1988 analogue. 

b. The Final Rule violates the Nondirective Mandate. 

The Final Rule violates the Nondirective Mandate, and the district court did 

not err in finding a likelihood of success on the merits. 

i. HHS’s attempt to cast doubt on the Nondirective Mandate’s 

applicability is a nonstarter. Op.Br.25, 30–33. Its invocation of the “presumption 

against implied repeals” is based on the faulty premise that HHS’s formerly 

“permissible” interpretation of section 1008 is entitled to the same weight as a clear 

Congressional pronouncement. But the presumption only applies where two statutes 

conflict. Nat’l Ass’n of Home Builders v. Defs. of Wildlife, 551 U.S. 644. 662–63 

                                           
10 Unlike the 1988 gag rule, the Final Rule requires separation of “office 

entrances and exits, shared phone numbers, email addresses, educational services, 
and websites,” as well as “electronic or paper-based health care records, and 
workstations,” and applies these requirements to the full range of newly prohibited 
activities listed in other sections. Compare Final Rule § 59.15 with 53 Fed. Reg. 
2945 (former 42 C.F.R. § 59.9). 
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(2007); Radzanower v. Touche Ross & Co., 426 U.S. 148, 154–55 (1976) (implied 

repeals come into play “where provisions in the two acts are in irreconcilable 

conflict”). When Congress merely forecloses an agency interpretation, there is no 

“repeal”—the agency simply lacks the authority to adopt an interpretation 

inconsistent with the law. 

No statutory conflict exists here; it is HHS’s impermissible new interpretation 

of section 1008 that effects a “transformational change” and manufactures a 

purported conflict. Op.Br.31. The Nondirective Mandate is entirely consistent with 

section 1008 as it has been interpreted and applied throughout Title X’s 50-year 

history (with the anomalous 1988 gag rule being the sole exception). See supra at  

7–9. Title X clinics have long provided nondirective pregnancy counseling, 

including referrals—consistent with medical ethics and patient-centered standards 

of care—without using federal funds for “abortion as a method of family planning.” 

See id. HHS has never disputed that the Current Regulations properly implement the 

Nondirective Mandate11—nor could it, since Congress has reenacted the Mandate 

every year since 1996. ER59:19–23, 61:10–13; see Forest Grove Sch. Dist. v. T.A., 

557 U.S. 230, 239–40 (2009) (“Congress is presumed to be aware of an 

administrative . . . interpretation of a statute and to adopt that interpretation when it 

                                           
11 In fact, HHS awarded grant funds subject to the Current Regulations as 

recently as April 1, 2019. See Dkt.60-1 at 3. 
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re-enacts a statute without change.”). The district court correctly ruled that the 

current regulatory framework, which “carefully balances” all applicable 

requirements for the Title X program, should remain in effect to preserve the status 

quo during this litigation. ER109:15–25; see Ruckelshaus v. Monsanto Co., 467 U.S. 

986, 1018 (1984) (“[W]here two statutes are capable of co-existence, it is the duty 

of the courts, absent a clearly expressed congressional intention to the contrary, to 

regard each as effective.”) (internal quotation marks and citations omitted). 

Below, HHS erroneously argued that the Supreme Court did adopt an 

“authoritative judicial interpretation” of section 1008 in Rust, ER66:1–3—an 

untenable reading the district court correctly rejected. See ER121 (citing 500 U.S. at 

184–203). Having abandoned that position, HHS nevertheless claims a statutory 

conflict between Congress’s “implicit” delegation of authority to interpret the 

“ambiguity” in section 1008, and the Nondirective Mandate’s foreclosure of HHS’s 

current interpretation. Op.Br.25, 32–33. HHS cites no case in which a court found 

an “irreconcilable conflict” where Congress merely narrowed the range of 

permissible agency interpretations. Rather, HHS is bound by all applicable laws, and 

actions that exceed its authority—like the Final Rule—are ultra vires and void. 

City of Arlington v. F.C.C., 569 U.S. 290, 297 (2013). 

The Nondirective Mandate simply adds to the corpus juris, but even if it were 

an “amendment,” its applicability to Title X could not be clearer. Compare Pub. L. 
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No. 115-245, 132 Stat. 3071 (appropriating funds for carrying out “title X of the 

PHS Act,” provided that “all pregnancy counseling shall be nondirective”) with 

Op.Br.31 (erroneously asserting that the Nondirective Mandate does not mention 

“pregnancy” or Title X). Moreover, HHS itself recognized when it promulgated the 

Final Rule that the Nondirective Mandate clarified the law and is binding. See, e.g., 

84 Fed. Reg. 7747 (acknowledging that “projects must comply with Congress’s 

requirement that pregnancy counseling be nondirective, and the Department must 

enforce that requirement”). Its post hoc argument otherwise is not entitled to any 

weight. Price v. Stevedoring Serv. of Am., Inc., 697 F.3d 820, 830 (9th Cir. 2012). 

ii. HHS’s argument that the Final Rule complies with the Nondirective 

Mandate fares no better. Op.Br.25–32. The Nondirective Mandate guarantees 

pregnant patients the freedom to direct the course of their own medical care, and 

protects them from coercion into unwanted or unneeded medical treatment. The 

Final Rule impermissibly requires Title X providers to deprive their patients of those 

rights (and permits providers to distort pregnancy counseling even further if they 

wish). 

The district court correctly found the Final Rule likely violates the 

Nondirective Mandate because “it requires all pregnant patients to receive referrals 

for pre-natal care, regardless of whether the patient wants to continue the pregnancy, 

and regardless of the best medical advice and treatment that might be recommended 
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for that patient.” ER126. A patient with a confirmed pregnancy has two options:  

carry the pregnancy to term or terminate the pregnancy. As HHS has acknowledged, 

“nondirective counseling is the provision of information on all available options 

without promoting, advocating, or encouraging one option over another.” ER276 

(quoting 83 Fed. Reg. 25,512, n.41 (Jun. 1, 2018)) (emphasis added). HHS further 

concedes that “push[ing]” clients toward one option is an “abuse” of nondirective 

pregnancy counseling. Op.Br.31–32. Directing patients toward the government’s 

preferred option while denying referrals for the other option, as the Final Rule 

requires, cannot be reconciled with the Nondirective Mandate.12 

HHS’s sole justification for the mandatory prenatal care referral is its own 

baseless pronouncement that prenatal care is “medically necessary” for all pregnant 

patients, even when the pregnancy will be terminated. Op.Br.26. This is false. See 

Dkt.34-1 (ACOG Amicus Br.) at 13–15 (“Prenatal care is not medically indicated 

for patients who wish to terminate their pregnancies.”); WSER112–114 (same), 

WSER160–61 (same). While HHS noted that prenatal care is deemed “medically 

necessary” for purposes of Medicaid reimbursement, this has no bearing on whether 

such care is indicated or appropriate for every patient. See 84 Fed. Reg. 7762. 

                                           
12 HHS suggests that the prohibition on abortion referrals is “severable” from 

the prenatal referral mandate. Op.Br.25. As discussed below, the district court 
correctly declined to address severability at this preliminary stage. Infra at 59–60. 
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HHS next argues that the directive prenatal care referrals do not violate the 

Nondirective Mandate because medical referrals are purportedly distinct from, and 

can be inconsistent with, medical counseling. Op.Br.26. Again, this is unsupported 

and contradicts the record, which shows that as a matter of clinical practice and 

prevailing medical standards, counseling and referral are intertwined and 

complementary aspects of the same patient-centered care process—as HHS’s own 

Program Requirements establish. See WSER547 (pregnancy test results “should be 

presented to the client, followed by a discussion of options and appropriate 

referrals”); ER29–31; WSER179, 183, 190–91, 223–24, 228, 240–41, 264–65,  

276–78, 300–01, 308, 313, 322–28, 360–61, 371, 383–87, 390–94, 400, 489–90. 

Most patients would rightly be astonished by a referral inconsistent with the course 

of treatment selected during the counseling process. See Oregon v. Azar, 

No. 6:19-cv-00317-MC, 2019 WL 1897475, at *10 n.5 (D. Or. Apr. 29, 2019) 

(“I cannot imagine visiting my urologist’s office to request a vasectomy, only to be 

given a list of fertility clinics. I would think my doctor had gone mad.”). 

HHS’s identification of statutes, regulations, guidance, and proposed 

legislation that use the terms “counseling” and “referral” either disjunctively or 

conjunctively does not prove they are unrelated—far from it. Op.Br.27–28. Congress 

expressly defined “nondirective counseling” to include “referrals” in the related 

context of infant adoption programs—as HHS acknowledged in the Final Rule. 
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84 Fed. Reg. 7744 n.72 (“information and referrals” are “included in nondirective 

counseling to pregnant women” (quoting 42 U.S.C. § 254c–6)); id. at 7733 

(“Congress has expressed its intent that postconception adoption information and 

referrals be included as part of any nondirective counseling in Title X projects”) 

(emphasis added); id. at 7730 (same; referring to counseling and “corresponding 

referrals”). HHS itself recognized in the Final Rule that “counseling, information, 

and referral” are “part of nondirective postconception counseling” within Title X. 

84 Fed. Reg. 7733–34; see also id. at 7747 (acknowledging that referrals are made 

“during” counseling).13 

iii. Even if pregnancy counseling with mandatory prenatal-care referral 

could somehow be nondirective, the Final Rule makes “nondirective” counseling 

optional, and permits directive counseling that only discusses “maintaining the 

health of the mother and unborn child during pregnancy.” § 59.14(b)(1)(iv)). 

Contrary to HHS’s post hoc litigation position (which misconstrues Washington’s 

                                           
13 The assertion that HHS did not view the Nondirective Mandate as applying 

to referrals when it adopted the Current (2000) Regulations is difficult to understand. 
Op.Br.28. The cited page states that “requiring a referral for prenatal care and 
delivery or adoption where the client rejected those options would seem coercive 
and inconsistent with the concerns underlying the ‘nondirective’ counseling 
requirement.” 65 Fed. Reg. 41,275. 

The statement that the 1988 gag rule “was, in the Secretary’s view, a 
permissible interpretation of the statute,” id. at 41,277, likewise proves nothing. 
Op.Br.28. The 1988 rule preceded the Nondirective Mandate—and in any event, 
“the Secretary’s view” does not override statutory directives. 
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position), see Op.Br.29–30, HHS conceded in the Final Rule that presenting one 

option as the “only option” “violates” the Nondirective Mandate. 84 Fed. Reg. 7747; 

see also ER276, supra at 29–30. Yet the Final Rule makes purportedly 

“nondirective” counseling just one of four optional types of “counseling and/or 

information” that projects may provide. § 59.14(b)(1). This violates the mandate that 

all pregnancy counseling “shall be nondirective,” Pub. L. No. 115-245, and betrays 

its guarantee to patients that they will not be coerced into unwanted or unneeded 

medical treatment or steered down a particular path. HHS’s assertion that abortion 

counseling need not be treated “equally” with other options likewise ignores this 

guarantee. 

HHS fails to establish any reversible error as to the Nondirective Mandate. 

c. The Final Rule violates the Affordable Care Act. 

The district court correctly ruled that the Final Rule likely violates multiple 

provisions of section 1554 of the Affordable Care Act. ER126; see 42 U.S.C. 

§ 18114(1)–(5). 

i. HHS spills a great deal of ink arguing that section 1554 is inapplicable, 

but never argues that the Final Rule complies with this statute—nor could it, as the 

Final Rule violates section 1554’s specific prohibitions in numerous respects. 

It “impedes timely access to care” and “creates . . . unreasonable barriers to 

the ability of individuals to obtain appropriate medical care” by imposing onerous, 
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unworkable, and unreasonable physical separation requirements and mandating 

unethical practices that will disqualify and drive out the vast majority of current 

Title X providers in Washington, reducing patients’ access to family planning 

services. Requiring total physical separation of abortion care (and other newly 

prohibited activities like nondirective pregnancy counseling) is cost-prohibitive for 

clinics and burdensome for patients. Those who live in any of the 21 Washington 

counties that would be left without a Title X provider would have to travel long 

distances to reach the nearest clinic, which may be impossible for some. Even for 

patients able to make the trip, the Final Rule impedes timely access by prohibiting 

them from receiving referrals for abortion care.14 The Final Rule further impedes 

access by artificially separating the provision of related health services, and 

needlessly requiring clinics to divert resources from patient care to achieve 

separation. Supra at 11–14; ER300; WSER411–14. 

The Final Rule “violates the principles of informed consent and the ethical 

standards of health care professionals” by requiring providers to withhold medically 

relevant information, coerce patients into treatment that may be unwanted and 

unneeded, and knowingly depart from standards of care.15 The Final Rule’s 

                                           
14 Timely access is important because, while abortion is safe when performed 

by a clinician (and “markedly safer than childbirth”), it is safest when performed 
early in a pregnancy. ER288–89 & n.26; WSER265. 

15 HHS ignored numerous comments detailing the ethical standards for health 
care providers reflected in the QFP and elsewhere, including the central principle of 
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counseling distortions also “interfere[] with communications regarding a full range 

of treatment options between the patient and the provider” and “restrict[] the ability 

of health care providers to provide full disclosure of all relevant information to 

patients making health care decisions,” as discussed above. 

ii. HHS argues that section 1554’s limitations on its rulemaking authority 

are “waived” because, purportedly, no public comments submitted during the 

rulemaking process cited the statute.16 Op.Br.34–35. HHS claims the district court 

“ignored” the waiver issue, Op.Br.34, but in fact, the court questioned counsel about 

it at length. ER72–75. During that questioning, HHS’s counsel conceded that the 

agency was aware of section 1554 when it promulgated the Final Rule. ER73:9–14; 

see also 83 Fed. Reg. 57,552 (Nov. 15, 2018) (during the instant rulemaking period, 

HHS considered section 1554’s applicability to other health care regulations). 

“[T]he waiver rule does not apply to preclude argument where the scope of 

the agency’s power to act is concerned,” and it is the agency’s “obligation to examine 

its own authority and not to promulgate implementing regulations in a way that 

exceeds its scope.” Sierra Club v. Pruitt, 293 F. Supp. 3d 1050, 1061 (N.D. Cal. 

2018); Nat. Res. Def. Council v. EPA, 755 F.3d 1010, 1023 (D.C. Cir. 2014) 

                                           
informed consent. See, e.g., ER291–93; WSER184, 186–91, 224, 228–29, 238–40, 
264–65, 278–79, 282, 286, 308, 325–30, 340, 360–61, 390–95, 490. 

16 This is not “undisputed,” Op.Br.34. Washington has yet to review the 
complete administrative record, including all “500,000 plus” comments. HHS did 
not produce the record until June 24, 2019. 
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(rejecting waiver argument because agency must justify its exercise of authority 

“even if no one objects to it during the comment period”). Here, HHS did not 

examine section 1554’s limitations on its authority at all.17 

Waiver in the APA context is a prudential doctrine; in this Circuit, 

commenters need only raise an issue “with sufficient clarity to allow the decision 

maker to understand and rule on the issue raised.” Nat’l Parks & Conservation Ass’n 

v. Bureau of Land Mgmt., 606 F.3d 1058, 1065 (9th Cir. 2010). HHS does not dispute 

that Washington (and many others) objected that the Final Rule would create 

unreasonable barriers to care, impede timely access to services, interfere with 

patient–provider communications, and violate principles of informed consent and 

medical ethics. See WSER196–97, 225, 230, 246–47, 260, 284, 293–94, 298–99, 

353, 376, 396, 400, 411–14, 458, 475, 482–84, 502–05 (comments regarding 

impacts on access to care); supra at 34 n.15 (comments regarding medical ethics 

violations and patient–provider communications); see also Oregon, 2019 

WL 1897475, at *11 (citing American Medical Association brief “meticulously 

matching specific comments to each prong of 42 U.S.C. § 18114”). Regardless of 

whether any commenter cited the statute, these issues were “adequately before the 

                                           
17 Koretoff v. Vilsack, 707 F.3d 394 (D.C. Cir. 2013), is distinguishable 

because there, the agency satisfied its obligation to “ensure that [it has] legal 
authority to issue a particular regulation” by “expressly” citing the authorizing 
statute, and was not required to anticipate plaintiffs’ argument that the same statute 
did not provide authority for the challenged action. 
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agency for consideration.” Pruitt, 293 F. Supp. 3d 1060 (no waiver where record 

was “replete with comments” opposing EPA’s extension of compliance deadline, 

though comments did not challenge EPA’s authority to do so). HHS’s counsel stated 

at oral argument that the agency “did consider” section 1554’s substantive 

requirements. ER73:24–74:8. Since HHS was aware of but failed to satisfy those 

requirements, citing the statute would have been futile. 

iii. Apart from waiver, HHS seeks to avoid section 1554 on several 

additional grounds, each lacking merit.  

First, HHS argues that section 1554 does not apply because the Final Rule 

regulates a grant program. Op.Br.35. There are three significant problems with this 

argument. (1) It conflicts with the statute’s plain text, which establishes patient 

protections that HHS is forbidden to violate with “any regulation.” 42 U.S.C. 

§ 18114 (emphasis added). Nothing exempts regulations governing grant programs 

from section 1554. (2) HHS’s argument that “the government” may choose not to 

fund ethical, comprehensive Title X care again conflates its own interpretation of 

section 1008 with Congress’s controlling directives. Congress appropriated funds 

for the Title X program subject to the Nondirective Mandate and other limitations 

on HHS’s authority, including section 1554. The Final Rule exceeds that authority. 

See supra at 22–26. Likewise, section 1554 did not “implied[ly] repeal” anything, 

Op.Br.36; it simply restricts HHS’s authority such that it cannot promulgate a 
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modern gag rule. See id. (3) HHS’s invocation of Rust’s constitutional holding is 

unavailing: whether the Final Rule violates constitutional rights is immaterial to 

whether it is prohibited by section 1554. Op.Br.35. 

Second, HHS cannot evade section 1554 on the grounds that it applies 

“notwithstanding any other provision” of the Affordable Care Act. Op.Br.36. HHS’s 

“reading of the ‘[n]otwithstanding any other provision of this title’ language is 

implausible.” United States v. Trucking Mgmt., Inc., 662 F.2d 36, 43 (D.C. Cir. 

1981) (same statutory language established Congress’s “simple and unequivocal 

intent” to foreclose contrary agency interpretation of an executive order). That 

Congress chose not to supersede all provisions of law on the books as of 2010, see 

Op.Br.36, does not permit HHS to violate section 1554, which on its face prohibits 

“any” HHS regulation inconsistent with its provisions, and is not limited to the Act.  

Third, HHS’s “specific” interpretation of section 1008 cannot override the 

“general” plain language of section 1554. Op.Br.35. Section 1554 applies to 

“medical care,” “health care services,” “communications . . . between the patient and 

the provider,” and “principles of informed consent and the ethical standards of health 

care professionals.” 42 U.S.C. § 18114. Nothing suggests that Congress intended to 

exempt reproductive health care sub silentio. See Seed Co. Ltd. v. Westerman, 

266 F. Supp. 3d 143, 148 (D.C. Cir. 2017) (“general terms should be accorded ‘their 

full and fair scope’ and not be ‘arbitrarily limited’ ”). The “general/specific” 
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interpretive canon HHS invokes applies only where a general permission is 

contradicted by a specific prohibition or permission, or where one statute renders 

another superfluous. See RadLAX Gateway Hotel, LLC v. Amalgamated Bank, 

566 U.S. 639, 645 (2012). Here, again, the statutes are in harmony; it is HHS’s 

unlawful interpretation of section 1008 that creates a conflict. Supra at 26–28. Since 

at least 1996, Congress has required Title X care to be consistent with modern, 

ethical, patient-centered principles per the Nondirective Mandate. Section 1554 

continues that trend, giving these principles the force of law and prohibiting 

government intrusion into the exam room for all types of medical care. The district 

court did not err in applying it. 

d. The Final Rule violates Title X. 

“ ‘In order to be valid regulations must be consistent with the statute under 

which they are promulgated.’ ” E. Bay Sanctuary Covenant v. Trump, 909 F.3d 

1219, 1248 (9th Cir. 2018) (brackets omitted) (quoting United States v. Larionoff, 

413 U.S. 864, 873 (1977)). Regulations “inconsistent with the statutory mandate or 

that frustrate the policy that Congress sought to implement” are invalid. F.E.C. v. 

Democratic Senatorial Campaign Comm., 454 U.S. 27, 32 (1981). Courts will not 

“rubber-stamp” rules that are “inconsistent with a statutory mandate or that frustrate 

the congressional policy underlying a statute.” A.T.F. v. Fed. Labor Relations Auth., 

464 U.S. 89, 97 (1983). 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 48 of 91



 

39 

i. The district court did not err in finding that the Final Rule likely violates 

Title X’s central purpose: to equalize access to comprehensive, evidence-based, 

voluntary family planning services. ER126. The Final Rule will significantly reduce 

such access in service of HHS’s broad, impermissible new interpretation of section 

1008. This “allow[s] the exception to swallow the rule, thereby undermining the 

purpose of the statute itself.” Nat’l Fed’n of Fed. Emps. v. McDonald, 128 F. Supp. 

3d 159, 172 (D.D.C. 2015); see also Stewart v. Azar, 366 F. Supp. 3d 125, 138 

(D.D.C. 2019) (rejecting HHS regulation that was not “reasonably approximated 

toward enhancing the provision” of medical services per statute’s “central 

objective”). Rust did not confront statewide network destruction, as Washington 

faces, or address Title X’s overall purpose. 

ii. The Final Rule violates individual statutory requirements as well. First, 

its counseling distortions violate Title X’s critical requirement that acceptance of 

“services” and “information” “shall be voluntary,” which protects patients from 

receiving unwanted information or being coerced into medical treatment. 42 U.S.C. 

§ 300a-5; see also § 300(a). HHS’s selective reading of section 1007 ignores the 

entire first clause, see Nat’l Ass’n of Mfrs. v. Dep’t of Defense, 138 S. Ct. 617, 632 

(2018) courts must “give effect, if possible, to every word Congress used”); the plain 

meaning of “voluntary”; and legislative history that comports with the plain 

meaning. See ER263 (citing S. Rep. No. 91-1004, at 12) (Congress intended to 
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“insure that the acceptance of family planning services and information relating 

thereto must be on a purely voluntary basis”). Second, the Final Rule inexplicably 

limits the use of Title X funds for core functions such as “bulk purchasing of 

contraceptives,” “clinical training for staff,” and distribution of “educational 

materials,” § 59.18, even though the statute commands that funds be used to “offer 

. . . effective family planning methods” and “develop[] and mak[e] available family 

planning . . . information (including educational materials),” 42 U.S.C. §§ 300(a), 

300a-3. HHS fails to address these points in its brief. 

Rust is again unavailing, as it did not analyze, apply, or base its holding on 

any portion of Title X other than section 1008. Op.Br.37. HHS fails to meaningfully 

defend the Final Rule’s violations of Title X’s text and purpose, which are 

dispositive as to multiple provisions of the Final Rule. 

2. The Final Rule Is Arbitrary and Capricious 

The district court also correctly found it likely that the Final Rule is “arbitrary 

and capricious because it reverses long-standing positions of the Department without 

proper consideration of sound medical opinions and the economic and non-economic 

consequences,” and because HHS “failed to consider important factors, acted 

counter to and in disregard of the evidence in the administrative record and offered 

no reasoned analysis based on the record.” ER126–27. 
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The Final Rule’s harmful new requirements further a goal contrary to 

Congress’s intent: shifting Title X away from its original vision of equalizing access 

to modern, effective contraception, and toward the current Administration’s 

improper goal of remaking Title X as a funding source for providers who oppose 

access to comprehensive family planning services. In pursuit of this goal, HHS 

overhauled decades of Title X regulations while ignoring its own precedent, its 

evidence-backed Program Requirements, and the extensive public comments 

opposing the rule. It made no serious effort to balance real-world problems against 

the speculative and baseless “risks” of improper commingling and public 

misperception. 84 Fed. Reg. 7715. HHS may not implement the Administration’s 

policy preferences on illogical, unsupported grounds while disregarding Title X’s 

core purposes and “important aspect[s] of the problem” Congress identified, and it 

must rationally base its decision on the evidence in the rulemaking record. 

State Farm, 463 U.S. at 43; Ass’n of Irritated Residents v. E.P.A., 790 F.3d 934, 942 

(9th Cir. 2015) (judicial review “is based on the administrative record and the basis 

for the agency’s decision must come from the record”). The district court’s finding 

that the Final Rule is likely arbitrary and capricious is amply supported. Remarkably, 

HHS did not below, and does not now, cite any portion of the rulemaking record to 

support its contrary arguments. 
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i. Failure to consider medical ethics and patient-focused care. As the 

district court preliminarily found, the Final Rule’s requirements are “inconsistent 

with ethical, comprehensive, and evidence-based care” and HHS failed to consider 

“sound medical opinions” in the record. ER126. Congress identified impacts on 

medical ethics and the patient–provider relationship as important issues HHS must 

consider in any rulemaking. See 42 U.S.C. § 18114. 

HHS received extensive and unanimous public comments from leading 

medical associations, public health policy organizations, medical and infrastructure 

experts, and states (including Washington) opposing the Final Rule on the grounds 

that its coercive and misleading counseling provisions create serious ethical and 

legal problems for physicians, nurses, and other clinicians. Supra at 34 & n.15; see 

also ER291–93. In response to this overwhelming evidence, HHS offered only its 

unsupported, unexplained “belie[f]” that the Final Rule “adequately accommodates” 

ethical requirements. 84 Fed. Reg. 7724, 7748. This assertion has no apparent “basis 

in the record,” Choice Care Health Plan, Inc. v. Azar, 315 F. Supp. 3d 440, 443 

(D.D.C. 2018), articulates no “rational connection between the facts found and the 

choice made,” State Farm, 463 U.S. at 43, and merits no deference. Merely “stating 

that a factor was considered,” as HHS does, “is not a substitute for considering it.” 

Gresham v. Azar, 363 F. Supp. 3d 165, 175 (D.D.C. 2019) (internal quotation 

omitted) (brackets and ellipses omitted); see also Nat’l Lifeline Ass’n v. F.C.C., 
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921 F.3d 1102, 1113–14 (D.C. Cir. Feb. 1, 2019) (agency “did not meaningfully 

address comments and evidence that undercut its conclusion”); Am. Wild Horse 

Preservation Campaign v. Perdue, 873 F.3d 914, 932 (D.C. Cir. 2017) (agency 

failed to “adequately analyze” important factor). 

Merely pointing to Rust is “no answer at all,” Stewart v. Azar, 366 F. Supp. 

3d at 142, as Rust did not address, analyze, or base its holding on medical ethics. 

Moreover, Rust was decided on a different record that would have reflected, if 

anything, ethical standards and supporting data from 30 years ago. Modern ethical 

standards require more than merely refraining from actively misrepresenting a 

medical opinion. Op.Br.39; supra at 34 & n.15; see, e.g., Nat’l Inst. of Family & Life 

Advocates v. Becerra, 138 S. Ct. 2361, 2374 (2018) (“[T]his Court has stressed the 

danger of content-based regulations in the fields of medicine and public health, 

where information can save lives.”). Likewise, HHS again misplaces its reliance on 

Rust’s constitutional analysis. Op.Br.40. A determination that the First Amendment 

might permit a forced choice between accepting funding and violating ethics does 

not make it rational to force that choice on all providers, especially where it will 

severely harm a government health program’s purpose and effectiveness. 

The refusal-of-care “conscience” laws on which HHS relies do not support its 

rejection of commenters’ ethical concerns either. Op.Br.38–39. Indeed, HHS’s 

reliance on such statutes to rationalize the Final Rule, see, e.g., 84 Fed. Reg. at  
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7716–17, independently renders it arbitrary and capricious. These statutes apply, if 

at all, to an unknown minority of Title X providers, exempting them from providing 

certain care in certain circumstances. ER124–25. It is arbitrary and capricious to use 

them as a sword to prohibit Title X providers from offering ethical care.18  

ER293–94, WSER388. Prioritizing “conscience” objectors, while simultaneously 

excluding experienced clinics with a demonstrated ability to provide a full range of 

FDA-approved options, undermines Title X’s requirement that projects offer a 

“broad range” of “effective” family planning methods and services.19 42 U.S.C. 

§ 300(a). 

HHS offers no rational justification for the Final Rule’s other intrusions into 

the patient–provider relationship. It fails to explain why “medically indicated” 

abortion referrals are no longer permitted absent an “emergency,”20 or to justify 

                                           
18 HHS’s forthcoming “conscience” regulations would similarly permit 

providers who oppose Title X care to receive Title X funds. See 84 Fed. Reg. 23,170 
(May 21, 2019) (prohibiting “discrimination,” as broadly defined therein, against 
individuals who refuse to “assist in the performance” of any type of medical care or 
counseling based on “religious, moral, ethical, or other reasons”). 

19 The Obria Group, which is not mentioned in the Final Rule (and has 
voluntarily dismissed its case), see Op.Br.39, apparently emphasizes sexual 
abstinence and “natural family planning,” while refusing to offer biomedical 
contraceptives. See https://www.politico.com/story/2018/12/16/abortion-pregnancy 
-centers-planned-parenthood-1007765. Similarly, the “data” behind HHS’s 
“prediction” that imposing a referral ban across the board “may increase the number 
of providers in the program,” Op.Br.42, was a survey of 2,865 “faith-based medical 
professionals,” not Title X providers. 84 Fed. Reg. 7781. 

20 Cf. Jen Gunter, Medical School Doesn’t Teach the ‘Woman’s Life Is in 
Danger’ Curriculum, N.Y. Times, May 20, 2019, https://nyti.ms/2WUhfFb. 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 54 of 91

https://www.politico.com/story/2018/12/16/abortion-pregnancy-centers-planned-parenthood-1007765
https://www.politico.com/story/2018/12/16/abortion-pregnancy-centers-planned-parenthood-1007765
https://nyti.ms/2WUhfFb


 

45 

putting patients in danger by withholding referrals and delaying access to care, 

ER288–91, WSER190–91, 224, 249, 264–65, 278, 472; it fails to explain why the 

Final Rule does not permit qualified nurses and trained staff to speak about abortion 

(whereas any Title X staff are permitted to provide directive counseling), ER287–

88; and fails to justify the coercive, directive, and demeaning requirement that all 

pregnant patients receive prenatal-care referrals. Supra at 30–31. 

ii. Disregarding program requirements and standards of care. HHS fails to 

mention its sub silentio reversal of its own Program Requirements—including the 

QFP, which was prepared by HHS’s sub-agencies in 2014, backed by extensive 

research, and fully reaffirmed in December 2017. Supra at 9; see FCC v. Fox 

Television Stations, Inc., 556 U.S. 502, 515 (2009) (when an agency reverses 

position, it must “supply a reasoned analysis for the change” and may not “depart 

from a prior policy sub silentio or simply disregard rules that are still on the books”). 

The QFP provides the evidentiary basis for the options-based, patient-centered 

policies reflected in the Current Regulations that HHS now seeks to reverse. The 

QFP was developed “by conducting an extensive review of published evidence, 

seeking expert opinion, and synthesizing existing recommendations” from the CDC 

and other agencies, ACOG, and AAP. WSER593; see WSER558–62 (citing over 

150 sources, not including extensive citations in appendices). 
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HHS conceded below that it made no “factual findings that contradict those 

which underlay” the QFP. Dkt.44 at 43. It therefore cannot—and did not—“supply 

a reasoned analysis” justifying its departures from the QFP, or for ignoring public 

comments on the consequences of doing so. See Organized Village of Kake v. U.S. 

Dep’t of Agriculture, 795 F.3d 956, 966 (9th Cir. 2015) (“an agency may not simply 

disregard prior factual findings without a reasoned explanation”); State v. Bureau of 

Land Mgmt., 286 F. Supp. 3d 1054, 1068 (N.D. Cal. 2018) (agency “must provide 

at least some basis—indeed, a ‘detailed justification’—to explain why it is changing 

course” after “years of study and deliberation”); Ctr. for Biological Diversity v. 

Lohn, 296 F. Supp. 2d 1223, 1239 (W.D. Wash. 2003) (agency action was arbitrary 

and capricious where it “ignored its experts’ conclusions”). 

The Final Rule contradicts standards of care, including those reflected in the 

QFP, in a number of ways: by mandating coercive and directive pregnancy 

counseling (§§ 59.5, 59.14); permitting providers to offer limited, 

non-medically-approved family planning options (see § 59.5(a)(1)); prohibiting 

referrals for abortion absent a medical “emergency” (§ 59.14(b)); and requiring 

separate medical records for any patients who receive abortion care or nondirective 

counseling (§ 59.15). Contrary to these provisions, the QFP requires 

“client-centered” care, including nondirective “[o]ptions counseling” for pregnant 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 56 of 91



 

47 

patients, with “appropriate referrals,” consistent with ACOG standards;21 if 

“pregnancy abnormalities or problems are suspected,” the QFP requires treatment or 

appropriate referral, regardless of whether there is an “emergency.” WSER535, 537, 

546–47. The QFP emphasizes that clinics should offer a “full range of 

FDA-approved contraceptive methods,” WSER535, 540, 543–44, 557, 572, and 

stresses the importance of consistent electronic health records to ensure accuracy 

and improve patients’ health. WSER555, 557; see also 42 U.S.C. § 300jj-11 

(emphasizing importance of integrated electronic health records and establishing 

federal standards re same). 

HHS’s heedless departures from prevailing standards put patients at risk. 

Requiring separate records is not only extremely costly22—it increases the likelihood 

of medical error, posing a “considerable health risk to patients.” ER303; WSER414, 

503. Failing to refer patients for needed care and impeding their ability to choose 

effective, FDA-approved contraceptives predictably harms their health and well-

being and will undermine trust in the medical care system, worsening long-term 

health outcomes overall. See WSER184, 188, 223, 323, 329, 340–43, 391; supra at 

                                           
21 ACOG instructs that after pregnancy is confirmed, the patient “should be 

fully informed in a balanced manner about all options, including raising the child 
herself, placing the child for adoption, and abortion.” ER292 (quoting ACOG’s 
Guidelines for Women’s Health Care: A Resource Manual, 719-20 (4th ed. 2014)); 
see also WSER080–82, 089–90, 098–100, 102–09, 191. 

22 WSER355 (changing one electronic template could cost $30,000 per 
clinic—a fraction of the cost of creating a separate new system). 
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15–16. HHS’s failure to mention the QFP is unsurprising: it cannot rationally justify 

a Final Rule which flies in the face of its evidence-backed medical standards and 

principles of patient-centered care. 

iii. Network destruction and unnecessary burdens. The Final Rule’s 

unworkable and unnecessary physical separation requirements, along with its 

invasion of the patient–provider relationship to mandate unethical medical care, will 

force out the providers comprising the vast majority of Washington’s Title X 

network. Any remaining clinics will be excessively burdened by the ultra vires 

“comprehensive primary health care” requirement (§ 59.5(a)(12));23 the new 

limitations on the use of grant funds (§ 59.18), supra at 12, 40; and HHS’s ability to 

deny applications before merits review (§ 59.7(b)). ER311–12; WSER333, 411.  

Title X’s goal of serving high numbers of patients and adequately addressing 

local needs, see 42 U.S.C. § 300(b), and its stated purpose of making 

“comprehensive” services “readily available to all,” Pub. L. No. 91-572, § 2, show 

that network adequacy and access to care are critical, central issues. Congress also 

expressly identified “timely access” and “barriers” to medical care as issues HHS 

must account for as part of any rulemaking. 42 U.S.C. §§ 18114(1), (2). As the 

                                           
23 Requiring family planning clinics to provide primary care or be in “close 

proximity” to a referral source is costly and will disqualify clinics located in 
already-underserved areas. ER309; WSER198, 225, 450, 499. Moreover, it exceeds 
HHS’s rulemaking authority, since Title X pertains exclusively to “family planning” 
services, not primary care. 42 U.S.C. § 300 et seq. 
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district court found, Title X’s burdensome requirements will leave over half of 

Washington’s counties without a Title X provider, increase costs to the State, and 

damage public health, with “the harmful consequences of the Final Rule . . . uniquely 

impact[ing] rural and uninsured patients.” ER127; see also WSER350–54, 395–402, 

502–07. Title X preventive care saves millions of dollars a year in health care costs. 

WSER631–84. 

But HHS disregarded these concerns and simply asserted, with no evidence, 

that it “does not believe” the Final Rule will impact patients’ access to care. 84 Fed. 

Reg. 7725, 7766, 7775, 7785. Its predictions about the costs of compliance and the 

existence of providers capable of filling huge gaps in the network are not supported 

by any evidence in the record. They appear purely “speculative” and fail to account 

for substantiated cost estimates submitted in public comments and the prevailing 

ethical standards discussed above. ER129; see WSER411–13 (cost estimates of $.5 

to $1.5 million; duplicating operations would further increase costs by  

50–100%); WSER477–49 (HHS’s cost estimate is “completely unrealistic”); 

WSER355–56 (costs will be “orders of magnitude more” than HHS’s estimate); 

WSER318 (locating and opening health facilities “costs hundreds of thousands, or 

even millions, of dollars”); ER294–95, 298–301; WSER006–7, 232, 260, 502.  

HHS’s speculations are a far cry from Trout Unlimited’s “thoughtful, 

comprehensive” rulemaking based on “substantial” scientific data. 559 F.3d 946, 
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959 (9th Cir. 2009); see Op.Br.43. Labeling unreasoned and unsupported 

conclusions an agency “judgment,” Op.Br.41, 43, does not make them any less 

arbitrary and capricious. See Bureau of Land Mgmt., 286 F. Supp. at 1069, 1072 

(agency cannot rely on its own cost analysis and selectively “deny comments about 

the financial and economic burden” imposed by the rule); see also Humane Soc’y v. 

Zinke, 865 F.3d 585, 605 (D.C. Cir. 2017) (“discretionary” agency actions are 

always reviewable for both reasonableness and arbitrariness). Even if HHS’s 

baseless “prediction” that the Final Rule “may increase the number of providers” 

were entitled to any credence, Op.Br.42, it ignores the nearly 90% of Title X patients 

in Washington who will lose access when major providers are forced to depart, and 

the substandard care remaining patients will receive. 

HHS also offered no evidence that its concerns about “potential” 

commingling or a “risk” of confusion are anything more than speculative24 and failed 

to respond to comments regarding the adequate and “thorough” monitoring and 

compliance systems already in place. WSER028–31, 252–53, 495–97. Merely 

pointing out that Rust upheld physical-separation requirements 30 years ago, 

                                           
24 In fact, HHS admits that “demonstrated abuses of Medicaid funds do not 

necessarily mean that Title X grants are being abused . . . .” 84 Fed. Reg. 7725. And 
HHS fails to explain why these “risks” justify physical separation of abortion care, 
but not other out-of-program care that may be provided at a Title X facility (such as 
prenatal care). See ER301–02. 
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Op.Br.41, does not absolve HHS from having to consider the record before it in 

2018–2019. 

iv. Failure to consider reliance interests. The Final Rule ignores and 

undermines reliance interests developed during five decades of Title X regulation. 

See Fox Television Stations, 556 U.S. at 515. Washington has long relied on its 

ability to administer its family planning program without having to physically 

separate other State activities. ER304–05, 317; WSER017. Providers and clinics rely 

on being able to provide Title X services without violating their professional 

responsibilities, and patients rely on being able to obtain comprehensive, ethical 

reproductive health services from specialized clinics, whether federally funded or 

not. ER280–81, 291, 317. An abrupt loss of funding will force at least some current 

Title X clinics to close or reduce their services, leaving vulnerable patients without 

access to what may be their only source of care. Supra at 11–14. Simply brushing 

aside these “decades of . . . reliance on the Department’s prior policy” without 

adequate justification, as HHS has done, is unacceptable under the APA. 

Encino Motorcars, LLC v. Navarro, 136 S. Ct. 2117, 2126 (2016). 

C. IRREPARABLE HARM 

Washington and the NFPRHA Plaintiffs “submitted substantial evidence of 

harm,” ER128 (citing numerous declarations with exhibits). HHS submitted nothing. 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 61 of 91



 

52 

Washington established a likelihood that the Final Rule would “seriously 

disrupt or destroy” its statewide Title X network, with the negative consequences 

disproportionately falling on the State’s most vulnerable residents. ER127, 316–30; 

see supra at 12–16. Federal action that undermines a state program and impedes its 

purpose constitutes irreparable harm. See League of Women Voters of U.S. v. Newby, 

838 F.3d 1, 8 (D.C. Cir. 2016); Valle del Sol Inc. v. Whiting, 732 F.3d 1006, 1029 

(9th Cir. 2013); Fair Emp’t Council of Greater Wash., Inc. v. BMC Mktg. Corp., 

28 F.3d 1268, 1276 (D.C. Cir. 1994); E. Bay Sanctuary Covenant v. Trump, 354 F. 

Supp. 3d 1094, 1116 (N.D. Cal. 2018). Washington’s evidence also showed that the 

Final Rule will cause uncompensable financial harm to the State and lasting damage 

to the public health, resulting in “more than $28 million” in lost cost savings. ER127; 

supra at 15–16. Uncompensable economic harm, such as that caused by unlawful 

federal agency action, satisfies the irreparable harm standard. California v. Azar, 

911 F.3d 558, 571, 581 (9th Cir. 2018) (irreparable harm based on “women losing 

employer-sponsored contraceptive coverage, which will then result in economic 

harm to the states”); Regents of Univ. of Cal. v. U.S. Dep’t of Homeland Sec., 279 F. 

Supp. 3d 1011, 1033, 1046 (N.D. Cal.), aff’d, 908 F.3d 476 (9th Cir. 2018) 

(irreparable harm based on “loss of specific tax revenues” and “detrimental impact 

on . . . public health . . . and safety”); County of Santa Clara v. Trump, 250 F. Supp. 

3d 497, 537 (N.D. Cal. 2017) (irreparable harm where rule would obligate counties 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 62 of 91



 

53 

to “take steps to mitigate the risk of losing millions of dollars in federal funding”); 

Texas v. United States, 86 F. Supp. 3d 591, 673 (N.D. Tex. 2015), aff’d, 787 F.3d 

733 (5th Cir. 2015) (irreparable harm where “there are millions of dollars at stake in 

the form of unrecoverable costs to the States”). These amply supported and legally 

cognizable harms are far from “speculative.” Op.Br.45. HHS disputed (but failed to 

rebut) Washington’s evidence, prompting the district court to observe that HHS’s 

response was “dismissive, speculative, and not based on any evidence presented in 

the record before this Court.” ER129. 

The district court’s factual findings may only be reversed for “clear error.” 

Int’l Molders’ & Allied Workers’ Local Union No. 164 v. Nelson, 799 F.2d 547, 551 

(9th Cir. 1986); Adidas Am., Inc. v. Skechers USA, Inc., 890 F.3d 747, 753 (9th Cir. 

2018). Clear error “is not demonstrated by pointing to conflicting evidence in the 

record”; rather, “ ‘[a]s long as findings are plausible in light of the record viewed in 

its entirety, a reviewing court may not reverse even if convinced it would have 

reached a different result.’ ” Nat’l Wildlife Fed’n v. Nat’l Marine Fisheries Serv., 

422 F.3d 782, 795 (9th Cir. 2005) (citations omitted). HHS does not come close to 

demonstrating reversible error. HHS argues that it is “irreparabl[y]” harmed by the 

injunction—which preserves the decades-long status quo—because it is prohibited 

from implementing its new interpretation of section 1008 while the Final Rule’s 
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legality is adjudicated. Op.Br.45.25 But as the district court properly found, there is 

“no public interest in the perpetration of unlawful agency action.” ER129. Maryland 

v. King is inapposite. It held that an injunction prohibiting Maryland from 

effectuating a statute enacted by its state legislature caused the state to suffer “a form 

of irreparable injury,” 567 U.S. 1301 (2012) (Roberts, C.J., as Circuit  

Justice)—whereas here, the injunction does not enjoin a duly enacted statute; it 

vindicates Congress’s intent by enjoining the Final Rule, which violates several 

statutes. 

Moreover, even if the Final Rule is ultimately upheld, HHS cannot establish 

any harm caused by a delay in implementation. HHS alleges several “administrative 

burdens” that it did not raise in opposing the motions for preliminary injunction. 

Contra Op.Br.46 (criticizing the district court for not addressing arguments that were 

not before it). These newly alleged harms are unsupported by any evidence, 

Op.Br.45–46, and pale in comparison to the immediate harms Washington and its 

residents will suffer absent an injunction. Grantees have been dealing with 

uncertainty about “which regulations will be in effect” ever since HHS announced 

its intent to promulgate new regulations—and disrupting the status quo will cause 

by far the greatest harm. See Boardman v. Pac. Seafood Grp., 822 F.3d 1011, 1024 

                                           
25 A motions panel of this Court agreed, granting a stay of the district court’s 

preliminary injunction. Dkt.34. That order is subject to multiple pending petitions 
for rehearing en banc. 
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(9th Cir. 2016) (“The purpose of a preliminary injunction is to preserve the status 

quo ante litem pending a determination of the action on the merits.”). Nothing stops 

grantees from preparing for the possibility that the Final Rule may go into effect at 

some point, and in any event, HHS’s insistence on adhering to current compliance 

deadlines, see Op.Br.45–46, is an issue of its own making. “[S]elf-inflicted wounds 

are not irreparable injury.” Stuller, Inc. v. Steak N Shake Enters., 695 F.3d 676, 679 

(7th Cir. 2012). In the meantime, it is unclear why or how the preliminary injunction 

leaves HHS “unable to provide guidance” to grantees; HHS regularly conducts 

compliance oversight and monitoring, and merely postponing compliance guidance 

on the Final Rule does not create any “present or imminent risk of likely irreparable 

harm.” Ctr. for Food Safety v. Vilsack, 636 F.3d 1166, 1174 (9th Cir. 2011) 

(emphasis added) (quotation omitted). 

D. BALANCE OF EQUITIES AND PUBLIC INTEREST 

The balance of the equities and public interest strongly favor an injunction. 

“[T]he purpose of such interim equitable relief is not to conclusively determine the 

rights of the parties, but to balance the equities as the litigation moves forward.” 

Trump v. Int’l Refugee Assistance Project, 137 S. Ct. 2080, 2087 (2017). When the 

government is a party, the final two Winter factors merge. Drakes Bay Oyster Co. v. 

Jewell, 747 F.3d 1073, 1092 (9th Cir. 2014). “There is generally no public interest 

in the perpetuation of unlawful agency action. To the contrary, there is a substantial 
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public interest in having governmental agencies abide by the federal laws that govern 

their existence and operations.” Newby, 838 F.3d at 12 (citations and internal 

quotation marks omitted). As discussed above, the Final Rule is unlawful for 

numerous reasons and will wreak havoc on a successful and beneficial program. 

Preserving the status quo will not harm HHS, and refraining from enforcing the Final 

Rule will cost the government nothing, as the district court properly found. ER129. 

E. SCOPE OF THE PRELIMINARY INJUNCTION 

The scope of a preliminary injunction is reviewed for an abuse of discretion. 

United States v. Schiff, 379 F.3d 621, 625 (9th Cir. 2004). An injunction should be 

no broader “than necessary to provide complete relief to the plaintiffs.” Califano v. 

Yamasaki, 442 U.S. 682, 702 (1979). As the district court recognized, “there is no 

bar against nationwide relief . . . if [it] is necessary to give prevailing parties the 

relief to which they are entitled.” ER117 (citing Bresgal v. Brock, 843 F.2d 1163, 

1170–71 (9th Cir. 1987)). Here, the preliminary injunction is well within the district 

court’s discretion and is appropriately tailored to provide complete relief pending 

merits review. 

1. Nationwide programmatic relief is necessary to ensure complete 
relief to all plaintiffs. 

The district court enjoined the Final Rule nationwide because a narrower 

injunction would have denied complete relief. Cases involving federal grant 

programs are particularly suitable for “programmatic” relief to ensure consistent, 
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fair standards. Cty. of Los Angeles v. Sessions, 293 F. Supp. 3d 1087 (C.D. Cal. 

2018). Subjecting Washington and other grantees to different rules would alter 

HHS’s distribution of Title X appropriations, and HHS offered no proposal for fairly 

allocating funding in such a scenario. See E. Bay Sanctuary, 909 F.3d at 1256 

(upholding nationwide injunction where Administration “fail[ed] to explain” how “a 

narrower [remedy]” would provide complete relief). Moreover, a Washington-only 

injunction would not have prevented irreparable harm to NFPRHA, which 

“represents more than 850 health care organizations in all 50 states, the District of 

Columbia and U.S. territories.” ER119. See, e.g., Richmond Tenants Org., Inc. v. 

Kemp, 956 F.2d 1300, 1309 (4th Cir. 1992) (upholding nationwide injunction against 

federal government’s housing forfeiture practices as “appropriately tailored to 

prevent irreparable injury to plaintiffs,” which included a national umbrella 

organization of tenants’ organizations); Franciscan All., Inc. v. Burwell, 227 F. 

Supp. 3d 660, 670, 695 (N.D. Tex. 2016) (granting nationwide injunction where 

organizational plaintiff’s membership “extends across the country and the Rule 

applies broadly to almost all licensed physicians”) (internal quotation marks 

omitted). To provide complete relief to NFPRHA’s members across the nation, 

nothing less than a nationwide injunction will suffice.  

Furthermore, a nationwide injunction also serves the public interest—the 

fourth Winter factor—because it protects nonparties from unlawful and invasive 
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health care regulations and is far more administrable than a geographically limited 

one. See, e.g., Int’l Refugee Assistance Project, 137 S. Ct. at 2088 (upholding 

preliminary injunction in part with respect to “parties similarly situated to” named 

plaintiffs); Nat’l Min. Ass’n v. U.S. Army Corps of Engineers, 145 F.3d 1399, 1409 

(D.C. Cir. 1998) (“ ‘[W]hen a reviewing court determines that agency regulations 

are unlawful, the ordinary result is that the rules are  

vacated—not that their application to the individual petitioners is 

proscribed.’ . . . An injunction issued here only as to the plaintiff organizations and 

their members would cause all others affected . . . to file separate actions for 

declaratory relief . . . .”) (quoting Harmon v. Thornburgh, 878 F.2d 484, 495 n.21 

(D.C. Cir. 1989)); City of Chicago v. Sessions, 888 F.3d 272, 292–93 (7th Cir. 2018) 

(affirming nationwide injunction; the “public interest would be ill-served here by 

requiring simultaneous litigation of this narrow question of law in countless 

jurisdictions”).26 

                                           
26 The panel opinion affirming a nationwide preliminary injunction in City of 

Chicago was vacated in part on grant of rehearing en banc. City of Chicago v. 
Sessions, No. 17-2991, 2018 WL 4268817 (Aug. 10, 2018). After the district court 
entered a permanent injunction, the en banc court vacated its decision to rehear the 
preliminary injunction appeal, leaving the original panel opinion in place and 
precedential. See, e.g., Op.Br.50 (citing City of Chicago). 
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2. Preliminarily enjoining enforcement of all provisions of the Final 
Rule properly preserves the status quo pending full merits review. 

Finally, the district court properly enjoined the Final Rule in full to maintain 

the status quo ante. Plaintiffs-Appellees challenged numerous provisions of the Final 

Rule, which work in tandem to further one overarching goal: to enforce HHS’s 

new—and unlawful—interpretation of section 1008. The district court correctly 

concluded that the Final Rule as a whole “likely violates the central purpose of 

Title X,” “the non-directive mandate,” and “Section 1554 of the Affordable Care 

Act,” and is arbitrary and capricious. ER125–27. Because the primary purpose of 

the Final Rule is to exclude clinics that provide care consistent with applicable law 

and ethical requirements, a complete preliminary injunction is necessary. 

Any arguments about severance are premature at this preliminary stage. HHS 

asks this Court to vacate the injunction with respect to the purportedly “lawful 

portions” of the Final Rule—but without identifying what they are or explaining how 

they could operate independently of the Final Rule’s core provisions. See, e.g., 

MD/DC/DE Broadcasters Ass’n v. F.C.C., 236 F.3d 13, 22 (D.C. Cir. 2001) 

(“Whether the offending portion of a regulation is severable depends upon the intent 

of the agency and upon whether the remainder of the regulation could function 

sensibly without the stricken provision.”). Because the Final Rule, operating as a 

whole, violates multiple statutes and is arbitrary and capricious, the district court did 

Case: 19-35394, 06/28/2019, ID: 11348941, DktEntry: 43, Page 69 of 91



 

60 

not abuse its discretion in preliminarily enjoining it in its entirety to provide 

complete relief pending merits review. 

VIII. CONCLUSION 

The preliminary injunction should be affirmed. 

RESPECTFULLY SUBMITTED this 28th day of June, 2019. 

 
ROBERT W. FERGUSON 
Attorney General 
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STATEMENT OF RELATED CASES 

 The following known related cases are pending in this Court: California v. 

Azar & Essential Health Access v. Azar, Nos. 19-15974 & 19-15979; State of 

Oregon v. Azar & American Medical Ass’n v. Azar, No. 19-35386(L). 
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TITLE X - POPULATION RESEARCH AND VOLUNTARY
 
FAMILY PLANNING PROGRAMS
 

PROJECT GRANTS AND CONTRACTS FOR FAMILY PLANNING SERVICES 
SEC. 1001 [300] 

(a)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 (including natural 
family planning methods, infertility services, and services for adolescents). To the extent practicable, entities 
which receive grants or contracts under this subsection shall encourage family 1 participation in projects 
assisted under this subsection. 

(b)In making grants and contracts under this section the Secretary shall take into account 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. Local 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. 
    (c)The Secretary, at the request of a recipient of a grant under subsection (a), may reduce the amount 
of such grant by the fair market value of any supplies or equipment furnished the grant recipient by the 
Secretary. The amount by which any such grant is so reduced shall be available for payment by the 
Secretary of the costs incurred in furnishing the supplies or equipment on which the reduction of such grant 
is based. Such amount shall be deemed as part of the grant and shall be deemed to have been paid to the 
grant recipient. 

(d)For the purpose of making grants and contracts under this section, there are authorized to be 
appropriated $30,000,000 for the fiscal year ending June 30, 1971; $60,000,000 for the fiscal year ending 
June 30, 1972; $111,500,000 for the fiscal year ending June 30, 1973, $111,500,000 each for the fiscal 
years ending June 30, 1974, and June 30, 1975; $115,000,000 for fiscal year 1976; 
$115,000,000 for the fiscal year ending September 30, 1977; 
$136,400,000 for the fiscal year ending September 30, 1978; 
$200,000,000 for the fiscal year ending September 30, 1979; 
$230,000,000 for the fiscal year ending September 30, 1980; 
$264,500,000 for the fiscal year ending September 30, 1981; 
$126,510,000 for the fiscal year ending September 30, 1982; 
$139,200,000 for the fiscal year ending September 30, 1983; 
$150,030,000 for the fiscal year ending September 30, 1984; and 
$158,400,000 for the fiscal year ending September 30, 1985. 

1  So in law. See section 931(b)(I) of Public Law 97-35 (95 Stat. 570). Probably should be “family”. 
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FORMULA GRANTS TO STATES FOR FAMILY PLANNING SERVICES 
SEC. 1002 [300a] 

(a)The Secretary is authorized to make grants, from allotments made under subsection (b), to State 
health authorities to assist in planning, establishing, maintaining, coordinating, and evaluating family planning 
services. No grant may be made to a State health authority under this section unless such authority has 
submitted, and had approved by the Secretary, a State plan for a coordinated and comprehensive program 
of family planning services. 

(b)The sums appropriated to carry out the provisions of this section shall be allotted to the States by 
the Secretary on the basis of the population and the financial need of the respective States. 

(c)For the purposes of this section, the term ''State'' includes the Commonwealth of Puerto Rico, the 
Northern Mariana Islands, Guam, American Samoa, the Virgin Islands, the District of Columbia, and the 
Trust Territory of the Pacific Islands. 

(d)For the purpose of making grants under this section, there are authorized to be appropriated 
$10,000,000 for the fiscal year ending June 30, 1971; $15,000,000 for the fiscal year ending June 30, 
1972; and $20,000,000 for the fiscal year ending June 30, 1973. 

TRAINING GRANTS AND CONTRACTS; AUTHORIZATION OF APPROPRIATIONS 
SEC. 1003 [300a-1] 

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter into 
contracts with public or private entities and individuals to provide the training for personnel to carry out 
family planning service programs described in section 1001 or 1002 of this title. 

(b) For the purpose of making payments pursuant to grants and contracts under this section, there are 
authorized to be appropriated $2,000,000 for the fiscal year ending June 30, 1971; $3,000,000 for the 
fiscal year ending June 30, 1972; $4,000,000 for the fiscal year ending June 30, 1973; $3,000,000 each 
for the fiscal years ending June 30, 1974 and June 30, 1975; $4,000,000 for fiscal year ending 1976; 
$5,000,000 for the fiscal year ending September 30, 1977; $3,000,000 for the fiscal year ending 
September 30, 1978; $3,100,000 for the fiscal year ending September 30, 1979; $3,600,000 for the fiscal 
year ending September 30, 1980; $4,100,000 for the fiscal year ending September 30, 1981; $2,920,000 
for the fiscal year ending September 30, 1982; $3,200,000 for the fiscal year ending September 30, 1983; 
$3,500,000 for the fiscal year ending September 30, 1984; and $3,500,000 for the fiscal year ending 
September 30, 1985. 

RESEARCH 
SEC. 1004 [300a-2] 
The Secretary may -

(1) conduct, and 
(2) make grants to public or nonprofit private entities and enter into contracts with public or private 

entities and individuals for projects for, research in the biomedical, contraceptive development, behavioral, 
and program implementation fields related to family planning and population. 
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INFORMATIONAL AND EDUCATIONAL MATERIALS
 
SEC. 1005 [300a-3] 

(a) The Secretary is authorized to make grants to public or nonprofit private entities and to enter into 
contracts with public or private entities and individuals to assist in developing and making available family 
planning and population growth information (including educational materials) to all persons desiring such 
information (or materials). 

(b) For the purpose of making payments pursuant to grants and contracts under this section, there are 
authorized to be appropriated $750,000 for the fiscal year ending June 30, 1971; $1,000,000 for the fiscal 
year ending June 30, 1972; $1,250,000 for the fiscal year ending June 30, 1973; $909,000 each for the 
fiscal years ending June 30, 1974, and June 30, 1975; $2,000,000 for fiscal year 1976; $2,500,000 for 
the fiscal year ending September 30, 1977; $600,000 for the fiscal year ending September 30, 1978; 
$700,000 for the fiscal year ending September 30, 1979; $805,000 for the fiscal year ending September 
30, 1980; $926,000 for the fiscal year ending September 30, 1981; $570,000 for the fiscal year ending 
September 30, 1982; $600,000 for the fiscal year ending September 30, 1983; $670,000 for the fiscal 
year ending September 30, 1984; and $700,000 for the fiscal year ending September 30, 1985. 

REGULATIONS AND PAYMENTS 
SEC. 1006 [300a-4] 

(a)Grants and contracts made under this subchapter shall be made in accordance with such regulations 
as the Secretary may promulgate. The amount of any grant under any section of this title shall be determined 
by the Secretary; except that no grant under any such section for any program or project for a fiscal year 
beginning after June 30, 1975, may be made for less than 90 per centum of its costs (as determined under 
regulations of the Secretary) unless the grant is to be made for a program or project for which a grant was 
made (under the same section) for the fiscal year ending June 30, 1975, for less than 90 per centum of its 
costs (as so determined), in which case a grant under such section for that program or project for a fiscal 
year beginning after that date may be made for a percentage which shall not be less than the percentage 
of its costs for which the fiscal year 1975 grant was made. 

(b)Grants under this title shall be payable in such installments and subject to such conditions as the 
Secretary may determine to be appropriate to assure that such grants will be effectively utilized for the 
purposes for which made. 

(c)A grant may be made or contract entered into under section 1001 or 1002 for a family planning 
service project or program only upon assurances satisfactory to the Secretary that--

(1) priority will be given in such project or program to the furnishing of such services to persons 
from low-income families; and 

(2) no charge will be made in such project or program for services provided to any person from 
a low-income family except to the extent that payment will be made by a third party (including a 
government agency) which is authorized or is under legal obligation to pay such charge. 

For purposes of this subsection, the term ''low-income family'' shall be defined by the Secretary in 
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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 title. 

(d)(1) A grant may be made or a contract entered into under section 1001 or 1005 only upon 
assurances satisfactory to the Secretary that informational or educational materials developed or made 
available under the grant or contract will be suitable for the purposes of this title and for the population or 
community to which they are to be made available, taking into account the educational and cultural 
background of the individuals to whom such materials are addressed and the standards of such population 
or community with respect to such materials. 

(2) In the case of any grant or contract under section 1001, such assurances shall provide for the 
review and approval of the suitability of such materials, prior to their distribution, by an advisory committee 
established by the grantee or contractor in accordance with the Secretary's regulations. Such a committee 
shall include individuals broadly representative of the population or community to which the materials are 
to be made available. 

VOLUNTARY PARTICIPATION 
SEC. 1007 [300a-5] 
The acceptance by any individual of family planning services or family planning or population growth 
information (including educational materials) provided through financial assistance under this title (whether 
by grant or contract) shall be voluntary and shall not be a prerequisite to eligibility for or receipt of any other 
service or assistance from, or to participation in, any other program of the entity or individual that provided 
such service or information. 

PROHIBITION OF ABORTION 
SEC. 1008 1  [300a-6] 
None of the funds appropriated under this title shall be used in programs where abortion is a method of 
family planning. 

1  Section 1009 was repealed by section 601(a)(1)(G) of Public Law 105-362 (112 Stat. 3285). 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

42 CFR Part 59 

RIN: 0940–AA00 

Standards of Compliance for Abortion-
Related Services in Family Planning 
Services Projects 

AGENCY: Office of Population Affairs,
 
OPHS, DHHS.
 
ACTION: Final rules.
 

SUMMARY: The rules issued below revise 
the regulations that apply to grantees 
under the federal family planning 
program by readopting the regulations, 
with one revision, that applied to the 
program prior to February 2, 1988. 
Several technical changes to the 
regulation are also made to remove and/ 
or update obsolete regulatory references. 
The effect of the revisions made by the 
rules below is to revoke the compliance 
standards, promulgated in 1988 and 
popularly known as the ‘‘Gag Rule,’’ 
that restricted family planning grantees 
from providing abortion-related 
information in their grant-funded 
projects. 

DATES: These rules are effective July 3, 
2000. 
FOR FURTHER INFORMATION CONTACT: 
Samuel S. Taylor, Office of Population 
Affairs, (301) 594–4001. 
SUPPLEMENTARY INFORMATION: The 
Secretary of Health and Human Services 
issues below regulations establishing 
requirements for recipients of family 
planning services grants under section 
1001 of the Public Health Service Act, 
42 U.S.C. 300. The rules below adopt, 
with minor technical amendments and 
one substantive modification, the 
regulations proposed for public 
comment on February 5, 1993, at 58 FR 
7464. They accordingly revoke the 
compliance standards, known as the 
‘‘Gag Rule,’’ promulgated on February 2, 
1988. 

By notice published elsewhere in this 
issue of the Federal Register, the 
Department is separately acting to 
reinstitute, with minor changes, the 
interpretations of the statute relating to 
the provision of abortion-related 
information and services that applied to 
grantees prior to the issuance of the Gag 
Rule. The Secretary had previously 
proposed reinstituting these 
interpretations in the notice of February 
5, 1993 and requested public comment 
on this proposed action; the public 
comment period was subsequently 
reopened by notice of June 23, 1993, 58 
FR 34024. 

I. Background 
In 1988, the Secretary of Health and 

Human Services issued rules, widely 
known as the ‘‘Gag Rule,’’ which 
substantially revised the longstanding 
polices and interpretations defining 
what abortion-related activities were 
permissible under Title X’s statutory 
limitation on abortion services. That 
statutory limitation, section 1008 (42 
U.S.C. 300a–6), provides that ‘‘[n]one of 
the funds appropriated under this title 
shall be used in programs where 
abortion is a method of family 
planning.’’ The rules issued on February 
2, 1988 (53 FR 2922) set out detailed 
requirements that (1) Prohibited the 
provision to Title X clients of 
nondirective counseling on all 
pregnancy options and referral to 
abortion providers, (2) required physical 
and financial separation of abortion-
related activities from Title X project 
activities, and (3) prohibited Title X 
projects from engaging in activities that 
encourage, promote, or advocate 
abortion. These requirements are 
presently codified principally at 42 CFR 
59.7–59.10. 

The February 2, 1988 ‘‘Gag Rule’’ was 
extremely controversial: The proposed 
rules generated approximately 75,000 
public comments, many of which were 
negative. 53 FR 2922. The rules were 
subsequently challenged in several 
district courts by a variety of providers, 
provider organizations, and others. 
Although the requirements embodied in 
the Gag Rule were upheld by the 
Supreme Court in 1991 as a permissible 
construction of section 1008, the rules 
continued to be a source of controversy, 
with the provider and medical 
communities litigating after 1991 to 
prevent enforcement of the rules. 
Following his inauguration in 1993, 
President Clinton ordered the Secretary 
to suspend the rules and initiate a new 
rulemaking: 

The Gag Rule endangers women’s lives and 
health by preventing them from receiving 
complete and accurate medical information 
and interferes with the doctor-patient 
relationship by prohibiting information that 
medical professionals are otherwise ethically 
and legally required to provide to their 
patients. Furthermore, the Gag Rule 
contravenes the clear intent of a majority of 
the members of both the United States Senate 
and House of Representatives, which twice 
passed legislation to block the Gag Rule’s 
enforcement but failed to override 
Presidential vetoes. 

For these reasons, you have informed me 
that you will suspend the Gag Rule pending 
the promulgation of new regulations in 
accordance with the ‘‘notice and comment’’ 
procedures of the Administrative Procedure 
Act. I hereby direct you to take that action 
as soon as possible. I further direct that, 

within 30 days, you publish in the Federal 
Register new proposed regulations for public 
comment. 

Presidential Memorandum of January 
22, 1993, published at 58 FR 7455 
(February 5, 1993). The Secretary 
subsequently suspended the 1988 rules 
on February 5, 1993 (58 FR 7462) and 
issued proposed rules for public 
comment (58 FR 7464). 

The notice of proposed rulemaking 
proposed to revise the program 
regulations by readopting the program 
regulations as they existed prior to the 
adoption of the Gag Rule, which would 
have the effect of revoking the Gag Rule. 
It also proposed that the policies and 
interpretations in effect prior to the 
issuance of the Gag Rule be reinstated, 
both in substance and in form. As noted 
in the proposed rules, these policies and 
interpretations, which had been in effect 
for a considerable time prior to 1988, 
were set out largely, ‘‘in the 1981 
Family Planning Guidelines and in 
individual policy interpretations.’’ 58 
FR 7464. The pre-1988 interpretations 
had been developed during the 1970’s 
and early 1980’s in response to 
questions arising out of the 
Department’s initial interpretation that 
section 1008 not only prohibited Title X 
projects from performing or providing 
abortions, but also prohibited actions by 
Title X projects that ‘‘promoted or 
encouraged’’ abortion as a method of 
family planning. Over time, questions 
were raised, and answered in a series of 
legal opinions, as to whether particular 
actions would violate the statute by 
promoting or encouraging abortion as a 
method of family planning. As 
summarized in the proposed rules, the 
answers that were developed were 
generally as follows: 

Title X projects [are] required, in the event 
of an unplanned pregnancy and where the 
patient requests such action, to provide 
nondirective counseling to the patient on all 
options relating to her pregnancy, including 
abortion, and to refer her for abortion, if that 
is the option she selects. However, consistent 
with the long-standing Departmental 
interpretation of the statute, Title X projects 
[are] not * * * permitted to promote or 
encourage abortion as a method of family 
planning, such as by engaging in pro-choice 
litigation or lobbying activities. Title X 
projects [are] also * * * required to maintain 
a separation (that is more than a mere 
exercise in bookkeeping) of their project 
activities from any activities that promote or 
encourage abortion as a method of family 
planning. 

Id. By notice dated June 23, 1993 (58 FR 
34024), the Secretary made available for 
public comment a detailed exposition of 
the prior policies and interpretations. 

In the public comment periods, the 
Secretary received 146 comments, 
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virtually all of which concerned the 
proposed policies and interpretations 
rather than the proposed regulations 
themselves. Approximately one-third of 
these opposed the proposed policies 
and interpretations on various grounds; 
most of these comments were from 
individuals who, in general, were 
opposed to any change to the Gag Rule. 
The remainder of the public comments, 
most of which were from providers and 
other health organizations, generally 
supported the reinstatement of the prior 
policies and interpretations, although a 
number of these comments suggested 
that they be modified in various 
respects. The public comments and the 
Secretary’s response thereto are 
summarized below. 

II. Public Comment and Departmental 
Response 

The public comment generally 
focused on a few issues raised by the 
rulemaking. As noted above, these 
comments generally pertained to the 
proposed policies and interpretations 
rather than to the proposed regulatory 
language itself. Accordingly, the 
comments on the issues raised in the 
rulemaking are summarized below, and 
the Secretary’s response thereto is 
provided. 

A. Lack of a Rational Basis To Revoke 
the Gag Rule; Necessity for Continuation 
of the Gag Rule 

Most of the comments in opposition 
to the proposed rules came from 
individuals, and most objected to the 
proposed revocation of the Gag Rule on 
the ground that abortion is wrong or that 
tax dollars should not be used to 
provide abortion services of any kind. 
Several comments also objected that the 
Secretary had not rational basis for 
revoking the Gag Rule, as it had never 
gone into operation. For example, a 
comment signed by fifteen members of 
Congress argued that— 

HHS intends to discard the February 2, 
1988 regulations in their entirety * * * 
regardless of whether any particular portion 
was the subject of court challenge or 
legislative action. * * * We believe the 
rejection of the 1988 rule is precipitous and 
that each portion of the 1988 regulations 
must be reviewed on its merits and 
justification provided in any final regulations 
as to why the 1988 clarifications were or 
were not maintained in a new rule. 

With respect to the comments 
objecting to the revocation of the Gag 
Rule or the use of tax dollars for 
abortion on moral grounds, the 
Secretary notes that, under the 
interpretations adopted in conjunction 
with the regulations below, the funding 
of abortion or activities that promote or 

encourage abortion with Title X funds 
has been and will continue to be 
prohibited. Rather, what changes under 
the interpretations reinstated in 
conjunction with the regulations below 
is which activities are considered to 
‘‘promote or encourage’’ abortion. In 
contrast to the position taken under the 
Gag Rule, under the present view 
(which was also the Department’s view 
of the statute prior to 1988), the 
provision of neutral and factual 
information about abortion is not 
considered to promote or encourage 
abortion as a method of family planning. 
Indeed, the rule itself, now requires the 
provision to pregnant women, on 
request, of neutral, factual information 
and non-directive counseling on each of 
three options. The basic statutory 
interpretation underlying both the Gag 
Rule and the specific policies that 
governed the Title X program prior to 
1988—that section 1008 prohibits 
activities that promote or encourage 
abortion as a method of family 
planning—remains unchanged. 

With respect to the contentions that 
the Secretary lacks a rational basis for 
revoking the Gag Rule and that she must 
justify each separate part of the Gag 
Rule being discarded, we do not agree. 
The pre-1988 interpretation of the 
statute represents a permissible exercise 
of administrative discretion. The crucial 
difference between this approach and 
the Gag Rule is one of experience. 
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 the 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. Further, as evidenced by the 
public comment received, the 
reinstituted policies and interpretations 
are generally acceptable to the grantee 
community, in contrast to the 
compliance standards in the Gag Rule, 
which were generally unacceptable to 
the grantee community. This factor 
likewise favors their adoption, as it 
suggests a far greater likelihood of 
voluntary compliance by grantees. 
Finally, the suggestion that the Gag Rule 
provisions should be accepted or 

rejected separately is rejected as 
unsound. The provisions of the Gag 
Rule were an interrelated set of 
requirements that depended on several 
underlying assumptions about how the 
Title X program should work; moreover, 
they depended in part on several 
definitions that applied to all the major 
provisions of the Gag Rule. See, in this 
regard, 53 FR 2923, 2925; see also, the 
discussion of definitions at 53 FR 2926– 
2927. 

B. Failure To Comply With the 
Administrative Procedure Act; 
Vagueness of Standards 

A number of comments, from both 
proponents of and opponents to the 
proposed rules, objected to the failure to 
publish the actual policies and 
interpretations as part of the proposed 
rule on the ground that this violated the 
public comment requirements of the 
Administrative Procedure Act (APA); 
several comments argued that it was 
impossible to comment on policies that 
had never been published. A related 
criticism was that several of the 
interpretations described in the 
preamble to the notice of proposed 
rulemaking, particularly the 
interpretation relating to physical 
separation, were too vague. 

The Secretary agreed that the 
provision of further information on the 
specific details of the pre-1988 policies 
and interpretations would promote 
more helpful public comment. 
Accordingly, by notice dated June 23, 
1993 (58 FR 34024), the Department 
made available on request a summary of 
the policies and interpretations in 
existence prior to 1988. The June notice 
also extended the public comment 
period for 45 days, to permit further 
substantive comment on the prior 
policies and interpretations. Over a 
third of the public comments, including 
the majority of the comments from 
individuals, were received during the 
re-opened and comment period. The 
Secretary has thus addressed the 
concern about notice of the content of 
the policies and interpretations 
expressed by these comments. 

As is further discussed below, the 
Secretary has incorporated in the 
regulatory text the policies relating to 
nondirective counseling and referral of 
the 1981 Program Guidelines for Project 
Grants for Family Planning Services 
(1981 Guidelines). The comments 
urging that these Guidelines 
requirements be reflected in the 
regulations have thus been accepted. 
With respect to the longstanding 
program interpretations, however, the 
Secretary does not agree that the 
Department is required to set out those 
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interpretations in the regulations 
promulgated below and accordingly, has 
not accepted the comments suggesting 
that it do so. As noted above, the 
interpretations themselves were 
developed in the classic way in which 
statutory interpretations are done: That 
is, they have generally been developed 
in legal opinions written to answer 
questions about how the statutory 
prohibition, as initially interpreted by 
the Department, applied to particular 
situations. This is not an unusual 
approach within the program as a 
whole: Interpretive guidance has been 
provided on a number of issues (e.g., fee 
schedules, use of certain methods) over 
the years, as particular questions have 
arisen in the course of the program. 
While the program could incorporate 
those interpretations in the legislative 
rules below, the Secretary has decided 
not to do so. With respect to the areas 
that continue to be covered by guidance, 
the Secretary believes that incorporating 
the guidance into the regulations below 
would be inadvisable and unnecessary. 
The Secretary has thus chosen to 
preserve the program’s flexibility to 
address new issues that may arise in 
this area. 

Moreover, the Title X program 
grantees have operated on the basis of 
the policies of the 1981 Guidelines and 
the interpretations summarized in the 
notice published elsewhere in this issue 
of the Federal Register for virtually the 
entire history of the program and in 
general compliance with them. As the 
comment of one State agency grantee 
stated with regard to this issue: 

The [State] Family Planning Program has 
been a participant in the nation’s Title X 
program since the early 1970’s. The rules and 
1981 Family Planning Guidelines in place 
prior to the ‘‘Gag Rule’’ were adequate 
guidance to the state for program operation 
and for compliance with the statutory 
prohibition related to abortions. These 
guidelines and directives have been used 
successfully for many years in providing 
quality medical care, education and 
counseling to clients in the program. 

The audits of 14 Title X grantees 
conducted by the GAO and of 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. See, e.g., 

Comp. Gen. Rep. No GAO/HARD–HRD– 
82–106 (1982), at 14–15. The Secretary 
is addressing this recommendation 
through the specific guidance in the 
notice published elsewhere in this 
edition of the Federal Register and 
believe that the notice will provide 
grantees with sufficient guidance to 
reduce or eliminate potential variations 
in grantee practice. 

The Secretary views this final rule, 
the principal purposes of which are to 
revoke the Gag Rule and adopt the 
counseling and referral requirements 
noted, as separate and severable from 
the Notice. The interpretations set out in 
the Notice are being set out in order to 
clarify the Department’s view of the 
statute and its operation in practical 
terms, and because so much of the 
public comment received was directed 
at the interpretations reflected in the 
Notice rather than at the revision of the 
regulation itself. Were the policies set 
forth in the Notice to be challenged or 
invalidated, it is our view that the Title 
X program could still be administered 
under the rules below in compliance 
with the statute, in that grantees would 
be prohibited by § 59.5(a)(5) below from 
providing abortions as part of the Title 
X family project and from engaging in 
counseling and referral practices 
inconsistent with the regulatory 
requirements adopted in that section. 
Such an outcome would be consistent 
with a permissible interpretation of the 
statute. 

C. Amend, or Adopt a More Restrictive 
Reading of, the Statute 

Fifteen of the comments that stated 
support for the proposed policies and 
interpretations suggested, however, that 
the prior limitations in the policies and 
interpretations with respect to what 
abortion-related activities a Title X 
project could engage in be eliminated. A 
few of these comments suggested that 
the statutory prohibition of section 1008 
be repealed outright. Most of the 
comments suggested in essence that the 
statute be read strictly to prohibit only 
the use of funds for abortions, thereby 
permitting Title X projects to engage in 
a number of abortion-related activities 
that would not be permitted under the 
pre-1988 interpretations. 

With respect to the suggestion that 
section 1008 be repealed, such an action 
is obviously outside the scope of what 
can be accomplished through 
rulemaking and thus cannot be accepted 
in this context. With respect to the 
remaining comments, while the 
Secretary agrees that the statute could 
on its face be read only to proscribe the 
use of Title X funds for the provisions 
of abortion, this is not considered to be 

the better reading of the statutory 
language. Rather, the legislative history 
of section 1008 indicates that that 
section was intended to restrict the 
permissible scope of abortion-related 
services provided under Title X. Conf. 
Rep. No. 1667, 97th Cong., 2d Sess. 8– 
9 (1970). The floor statements by the 
section’s principal sponsor, Rep. 
Dingell, indicated that the section’s 
restrictions on the ‘‘use’’ of Title X 
funds should be read as having a 
broader scope that is urged by these 
comments: 

Mr. Speaker, I support the legislation 
before this body. I set forth in my extended 
remarks the reasons why I offered to the 
amendment which prohibited abortion as a 
method of family planning * * *. With the 
‘‘prohibition of abortion’’ the committee 
members clearly intended that abortion is not 
to be encouraged or promoted in any way 
through this legislation. Programs which 
include abortion as a method of family 
planning are not eligible for funds allocated 
through this Act. 

116 Cong. Rec. 37375 (1970). The 
Department has consistently, since 
1972, read section 1008 as incorporating 
this legislation on activities that 
‘‘promote or encourage’’ abortion as a 
method of family planning. This 
interpretation is well-known to 
Congress, which has not, to date 
amended section 1008. Thus, there is 
legal support for this longstanding 
interpretation of the statute. Moreover, 
there is nothing in the rulemaking 
record that suggests that this 
fundamental reading of the statute, as it 
was administered before the Gag Rule, 
presented major operational problems 
for Title X projects. Accordingly, the 
Secretary has not accepted the 
suggestions made by this group of 
comments that section 1008 be read 
only to prohibit the provision of, or 
payment for, abortions. 

D. Abortion Information and Counseling 
The Gag Rule prohibited the provision 

of information other than information 
directed at protecting maternal and fetal 
health to women determined to be 
pregnant; thus, it prohibited what is 
generally known as ‘‘options 
counseling’’, i.e., the provision to 
pregnant women in a nondirective 
fashion of neutral, factual information 
about all options for the management of 
a pregnancy, including abortion. See, 42 
CFR 59.8 (1989 ed.). The pre-1988 
policies, in contrast, required options 
counseling, if requested. As stated in the 
1981 ‘‘Title X Guidelines’’: 

Pregnant women should be offered 
information and counseling regarding their 
pregnancies. Those requesting information 
on options for the management of an 
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unintended pregnancy are to be given non-
directive counseling on the following 
alternative courses of action, and referral 
upon requests: 

• Prenatal care and delivery 
• Infant care, foster care, or adoption 
• Pregnancy termination. 

The June, 1993 summary of the pre-1988 
interpretations also stated that Title X 
projects were not permitted to provide 
options counseling that promoted 
abortion or encouraged patients to 
obtain abortion, but could advise 
patients of all medical options and 
accompanying risks. 

Most of those comments supporting 
adoption of the proposed rules appeared 
to agree with the pre-1988 policies and 
interpretations. However, there 
appeared to be some confusion among 
those who agreed with the pre-1988 
requirement for options counseling as to 
how much information and counseling 
could be provided. Several of these 
comments also suggested that the ‘‘on 
request’’ limitation be deleted, 
particularly where State law requires 
the provision of information about 
abortion to women considering that 
option. 

Several comments opposing adoption 
of the proposed rules and revocation of 
the Gag Rule also specifically addressed 
the issue of counseling. Several of these 
comments suggested that counseling on 
‘‘all options’’ include the option of 
keeping the baby, and two comments 
suggested that the rules should contain 
an exception for grantees or individuals 
who object to providing such 
information and counseling on moral 
grounds. 

A number of comments argued that 
the regulatory text should reflect the 
requirement for nondirective counseling 
and referral. These comments 
recommended that the final regulations 
include specific language providing for 
options counseling as a necessary 
component of quality reproductive 
health care services. Some cited medical 
ethics and good medical care as 
requiring that patients receive full and 
complete information to enable them to 
make informed decisions. For example, 
a leading medical organization 
commented that all women, regardless 
of their income level, have a right to full 
and accurate information about all 
options for managing an unwanted 
pregnancy. The organization pointed 
out that it is essential that the program 
regulations contain specific language 
about the counseling and referral 
requirements, and recommended the 
incorporation of sections of the 1981 
Title X program guidelines into the 
regulations so as to be absolutely clear 
that pregnancy counseling and referral 

must be provided to patients facing an 
unwanted pregnancy upon request. 
Congress has also repeatedly indicated 
that it considers this requirement to be 
an important one: the program’s four 
most recent appropriations, Pub. L. 104– 
208 (110 Stat. 300–243), Pub. L. 105–78 
(111 Stat. 1478), Pub. L. 105–277 (112 
Stat. 2681), and Pub. L. 106–113 (113 
Stat. 1501–225), required that pregnancy 
counseling in the Title X program be 
‘‘nondirective.’’ Consequently, the 
Secretary has decided to reflect this 
fundamental program policy in the 
regulatory text. See, § 59.5(a)(5) below. 
The interpretive summary has also been 
revised to reflect this change to the 
regulation. However, in response to the 
apparent confusion as to the amount of 
counseling permitted to be provided 
under the pre-1988 interpretations, the 
interpretive summary clarifies that Title 
X grantees are not restricted as to the 
completeness of the factual information 
they may provide relating to all options, 
including the option of pregnancy 
termination. It should be noted, though, 
that the previous restriction as to the 
‘‘type’’ of information that may be 
provided about abortion continues: 
Information and counseling provided by 
Title X projects on all options for 
pregnancy management, including 
pregnancy termination, must be 
nondirective. Thus, grantees may 
provide as much factual, neutral 
information about any option, including 
abortion, as they consider warranted by 
the circumstances, but may not steer or 
direct clients toward selecting any 
option, including abortion, in providing 
options counseling. 

The Secretary is retaining the ‘‘on 
request’’ policy in the regulatory 
language adopted below, on the ground 
that it properly implements the 
requirement for nondirective 
counseling. If projects were to counsel 
on an option even where a client 
indicated that she did not want to 
consider that option, there would be a 
real question as to whether the 
counseling was truly nondirective or 
whether the client was being steered to 
choose a particular option. We note that 
under the ‘‘on request’’ policy a Title X 
grantee is not prohibited from offering 
to a pregnant client information and 
counseling on all options for pregnancy 
management, including pregnancy 
termination; indeed, such an offer is 
required under § 59.5(a)(5) below. 
However, if the client indicates that she 
does not want information and 
counseling on any particular option, 
that decision must be respected. The 
regulatory language below reflects this 
policy. Also, consistent with 

longstanding program practice and 
sound public health policy (see the 
discussion in the following paragraphs) 
and to avoid ambiguity in when the 
offer of pregnancy options counseling 
must be made, the rule has been 
clarified to require the offer of 
pregnancy options counseling to be 
made whenever a pregnant client 
presents, not just when the pregnancy is 
‘‘unintended.’’ 

With respect to the suggestion that 
counseling on ‘‘keeping the baby’’ be 
provided, the Secretary views that 
suggestion as co-extensive with the 
requirement for the provision of 
counseling on prenatal care and 
delivery, as the remaining counseling 
option set out in the 1981 ‘‘Title X 
Guidelines’’ and the regulatory language 
adopted below relates to foster care and 
adoption. If a more directive form of 
counseling is meant by this suggestion, 
it is rejected as inconsistent with the 
underlying interpretation, recently 
reinforced by Congress, that counseling 
on pregnancy options should be 
nondirective. 

Finally, the Secretary rejects the 
suggestion that an exception to the 
requirement for options counseling be 
carved out for those organizations that 
object to providing such counseling on 
religious or moral grounds. First, 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. Second, 
the Secretary is unaware of any current 
grantees that object to the requirement 
for nondirective options counseling, so 
this suggestion appears to be based on 
more of a hypothetical than an actual 
concern. Third, the 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. 
Indeed, pregnancy testing is a common 
and frequent reason for women coming 
to visit a Title X clinic: in 1995, an 
estimated 1.1 million women obtained 
pregnancy tests in Title X clinics. 
(National Survey of Family Growth, 
1995 cycle, special table.) Clearly, a 
significant number of Title X clients 
have a need for information and 
counseling relating to pregnancy. 
Fourth, this policy is also consistent 
with the prevailing medical standards 
recommended by national medical 
groups such as the American College of 
Obstetricians and Gynecologists and the 
American Medical Association. 
‘‘Guidelines for Women’s Health Care,’’ 
American College of Obstetricians and 
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Gynecologists, 1996 ed., at 65; 
‘‘Pregnancy Choices: Raising the Baby, 
Adoption, and Abortion,’’ American 
College of Obstetricians and 
Gynecologists, September, 1993, 
reviewed December, 1995; ‘‘Code of 
Medical Ethics: Current Opinions with 
Annotations,’’ American Medical 
Association, 199–1997 ed. Accordingly, 
the Secretary has not accepted this 
suggestion. 

The corollary suggestion, 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, is likewise rejected. 
In addition to the foregoing 
considerations, such a requirement is 
not necessary: under 42 U.S.C. 300a– 
7(d), grantees may not require 
individual employees who have such 
objections to provide such counseling. 
However, in such cases the grantees 
must make other arrangements to ensure 
that the service is available to Title X 
clients who desire it. 

E. Referral for abortion 
The Gag Rule specifically prohibited 

referral for abortion as a method of 
family planning and required grantees 
to give women determined to be 
pregnant a list of providers of prenatal 
care, which list could not include 
providers ‘‘whose principal business is 
the provision of abortion.’’ 42 CFR 
59.8(a) (1989 ed.). The Gag Rule 
permitted referral to an abortion 
provider only where there was a 
medical emergency. 42 CFR 59.8(a)(2) 
(1989 ed.). By contrast, the 1981 
Guidelines required appropriate referral 
on request, while the pre-1988 
interpretations permitted Title X 
projects to make what was known as a 
‘‘mere referral’’ for abortion; a ‘‘mere 
referral’’ was considered to be the 
provision to the client of the name and 
address and/or telephone number of an 
abortion provider. Affirmative actions, 
such as obtaining a consent for the 
abortion, arranging for transportation, 
negotiating a reduction in the fee for an 
abortion or arranging for or scheduling 
the procedure, were considered to be 
prohibited by section 1008. The pre
1988 rules (§ 59.5(b)(1)) were 
interpreted by the agency to require 
referral for abortion where medically 
indicated. See, Valley Family Planning 
v. State of North Dakota, 489 F.Supp. 
238 (D.N.D. 1980), aff’d., 661 F.2d 99 
(8th Cir. 1981). 

A number of comments, mostly from 
individuals and organizations 
supporting revocation of the Gag Rule, 
suggested modifications of the proposed 
referral policies and interpretations. 

Most of these comments suggested that 
the content limitations on referrals be 
broadened, with Title X grantees being 
permitted to provide other relevant 
information, such as comparative 
charges, stage of pregnancy up to which 
referral providers may under State law 
or will provide abortion, the number of 
weeks of estimated gestation, etc. These 
comments argued that the provision of 
such factual information does not 
‘‘promote or encourage’’ abortion any 
more than does the provision of the 
abortion providers’ names and 
addresses and/or telephone numbers. 
One comment also suggested that the 
restriction on negotiating fees for clients 
referred for abortion conflicts with the 
requirement to refer for abortion where 
medically indicated. 

Several comments opposing 
revocation of the Gag Rule also 
expressed problems with the proposed 
referral policies and interpretations. A 
few comments urged that referrals to 
agencies that can assist clients who 
choose the ‘‘keeping the baby’’ or 
adoption options should be required. 
Another comment criticized the 
requirement for referral where 
‘‘medically indicated’’ as confusing. 
Revisions suggested were that ‘‘self
referrals’’ for abortion be specifically 
prohibited, to reduce commercialization 
and profiteering by Title X grantees who 
are also abortion providers and that 
grantees who objected to abortion on 
moral or religious grounds be permitted 
not to make abortion referrals. 

The Secretary agrees with the 
comments advocating expanding the 
content of what information may be 
provided in the course of an abortion 
referral. The content (as opposed to 
action) restrictions of the ‘‘mere 
referral’’ policy proceeded from an 
assumption that the provision of 
information other than the name and 
address and/or telephone number of an 
abortion provider might encourage or 
promote abortion as a method of family 
planning. The Secretary now agrees, 
based on experience and the comments 
of several providers on this point, that 
the provision of the types of additional 
neutral, factual information about 
particular providers described above is 
likely to do little, if anything, to 
encourage or promote the selection of 
abortion as a method of family planning 
over and above the provision of the 
information previously considered 
permissible; at most, such information 
would seem likely to assist clients in 
making a rational selection among 
abortion providers, if abortion is being 
considered. Moreover, it does not seem 
rational to restrict the provision of 
factual information in the referral 

context, when no similar restriction 
applies in the counseling context. 
Accordingly, the Secretary has revised 
the interpretations summarized in the 
notice section to clarify that grantees are 
not restricted from providing neutral, 
factual information about abortion 
providers in the course of providing an 
abortion referral, when one is requested 
by a pregnant Title X client. 

Consistent with the incorporation of 
the requirement for nondirective 
counseling in the regulations, the 
regulations below also include the 
remaining requirement from the 1981 
Guidelines, the requirement to provide 
a referral, if requested by the client. As 
referenced previously, a number of 
comments argued that the regulatory 
text should reflect the requirement for 
nondirective counseling and referral. 
One comment described the provision 
of factual information and referral as 
requested as both a necessary and 
significant component of the Title X 
program for many years. Another 
comment pointed out that the program 
guideline requirements regarding 
pregnancy options counseling and 
referral have been used for many years, 
are well understood and accepted in the 
Title X provider community, and should 
be required services in Title X family 
planning clinics. Since the services 
about which pregnancy options 
counseling is provided are not ones 
which a Title X project typically 
provides, the provision of a referral is 
the logical and appropriate outcome of 
the counseling process. 

The Secretary is not accepting the 
remainder of the comments on this 
issue, as they either proceed from a 
misunderstanding of, or do not raise 
valid objections to, the regulations and 
the proposed policies and 
interpretations. The comment arguing 
that the restriction on negotiating fees 
conflicts with the requirement to refer 
for abortion where medically indicated 
is based on a misunderstanding of that 
requirement: in such circumstances, the 
referral is not for abortion ‘‘as a method 
of family planning’’ (i.e., to determine 
the number and/or space of one’s 
children) but is rather for the treatment 
of a medical condition; thus, the 
statutory prohibition does not apply, so 
there is no restriction on negotiating 
fees and similar actions. The suggestion 
that referrals to agencies that can assist 
clients who choose the options of 
‘‘keeping the baby’’ or adoption be 
required is likewise rejected as 
unnecessary. Under the regulatory 
language adopted below, the options of 
prenatal care and delivery and adoption 
are options that are required to be part 
of the options counseling process, so an 
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appropriate referral for one or the other 
option would be required, if the client 
chose one of those options and 
requested a referral. However, requiring 
a referral for prenatal care and delivery 
or adoption where the client rejected 
those options would seem coercive and 
inconsistent with the concerns 
underlying the ‘‘nondirective’’ 
counseling requirement. The Secretary 
also rejects the criticism that the 
provision requiring referral for abortion 
where medically indicated is undefined 
and confusing. The meaning of the 
regulatory requirement for referrals 
where medically indicated (which 
applies to all medical services not 
provided by the project, not just 
abortion services) has not in the past 
been a source of confusion for 
providers, and the Secretary believes 
that Title X medical personnel are able 
to make the medical judgments this 
requirement calls for. 

The Secretary likewise rejects the 
suggestion that ‘‘self-referrals’’ for 
abortion be banned. Very few current 
Title X providers are also abortion 
providers: it is estimated that, over the 
past decade, the percentage of Title X 
providers located with or near abortion 
providers has been at or below five 
percent, with approximately half of 
these providers consisting of hospitals. 
Thus, the issue this comment raises is 
irrelevant to the vast majority of Title X 
grantees and the program as a whole. 
Moreover, with respect to those few 
grantees that are also abortion providers, 
some may be the only or one of only a 
few abortion providers in their service 
area, making ‘‘self-referrals’’ a necessity 
in such situations. The Department has 
no evidence that commercialization and 
profiteering are occurring in these 
circumstances; absent such evidence, 
the Secretary sees no reason to limit or 
cut off a legal service option for those 
Title X clients who freely select it. 
However, the Department will continue 
to monitor the issue of self-referrals in 
the Title X program, to forestall the type 
of problem suggested by these 
commenters. 

Finally, the Secretary rejects the 
suggestion that the referral requirement 
not apply to providers that object to it 
on moral or religious grounds for the 
same reasons it objected to the same 
suggestion with respect to counseling. 

F. Physical and Financial Separation 
The Gag Rule required Title X projects 

to be organized so as to have a physical 
and financial separation from prohibited 
abortion activities, determined by 
whether there was ‘‘objective integrity 
and independence [of the Title X 
project] from prohibited activities.’’ 42 

CFR 59.9 (1989 ed.). This determination 
was to be based on a case-by-case 
review of facts and circumstances. 
Factors relevant to this determination 
included, but were not limited to, the 
existence of separate accounting 
records, the degree of separation from 
facilities (such as treatment, 
consultation, examination, and waiting 
room) in which prohibited activities 
occurred and the extent of such 
prohibited activities, the existence of 
separate personnel, and the extent of the 
presence of evidence of identification of 
the Title X project and the absence of 
identification of material promoting 
abortion. Id. 

The pre-1988 interpretations required 
Title X grantees to maintain physical 
and financial separation between the 
Title X project and any abortion-related 
activities they conducted, in that a Title 
X grantee was required to ensure that 
the Title X-supported project was 
separate and distinguishable from those 
activities. This requirement was held to 
go beyond a requirement for the 
technical allocation of funds between 
Title X project activities and 
impermissible abortion activities. 
However, it was considered permissible 
for a hospital grantee to provide 
abortions, as long as ‘‘sufficient 
separation’’ was maintained, and 
common waiting rooms were also 
permissible, as long as no impermissible 
materials were present. Common staff 
and unitary filing systems were also 
permissible, so long as costs were 
properly allocated and, with respect to 
staff members, their abortion-relation 
activities were performed in a program 
that was itself separate from the Title X 
project. The test, as articulated in the 
summary made available for comment 
by the June 23, 1993 notice, was 
‘‘whether the abortion element in a 
program of family planning services 
bulks so large and is so intimately 
related to all aspects of the program as 
to make it difficult or impossible to 
separate the eligible and non-eligible 
items of cost.’’ 

These interpretations received by far 
the most specific and extensive public 
comment. The vast majority of this 
public comment was from providers and 
provider organizations and was 
negative. Although it was generally 
agreed that the financial separation of 
Title X project activities from abortion-
related activities was required by statute 
and, in the words of one comment, 
‘‘absolutely necessary,’’ many of these 
comments objected that requiring 
additional types of separation would be 
unnecessary, costly, and medically 
unwise. The argument was made that 
the requirement for physical separation 

is unnecessary, as it is not required by 
the statute which, on its face, requires 
financial separation only. Further, it 
was argued that since Title X grantees 
are subject to rigorous financial audits, 
it can be determined whether program 
funds have been spent on permissible 
family planning services, without 
additional requirements being 
necessary. With respect to the issue of 
cost, it was generally objected that 
requiring separation of staff and 
facilities would be inefficient and cost 
ineffective. For example, one comment 
argued that— 

The wastefulness and inefficiency of the 
separation requirements is * * * illustrated 
by the policy which allows common waiting 
rooms, but disallows ‘‘impermissible 
materials’’ in them. This puts grantees in the 
position of having to continuously monitor 
health information for undefined 
‘‘permissibility’’ or to build a separate 
waiting room just to be able to utilize those 
materials * * *. 

It was argued that these concerns were 
particularly important for small and 
rural clinics ‘‘that may be the only 
accessible Title X family planning and/ 
or abortion providers for a large 
population of low-income women.’’ Of 
particular concern for such clinics was 
the duplication of costs inherent in the 
separation requirements, as they— 
cannot afford to operate separate facilities or 
to employ separate staff for these services 
without substantially increasing the prices of 
* * * services. Nor can they offer different 
services on different days of the week 
because so many of their patients * * * are 
only able to travel to the clinic on one day. 

Many providers also pointed out that 
requiring complete physical separation 
of services would be inconsistent with 
public health principles, which 
recommend integrated health care, and 
would impact negatively on continuity 
of care. As one comment stated, 
‘‘women’s reproductive health needs are 
not artificially separated between 
services: a woman who needs an 
abortion may also need contraceptive 
services, and may at another time 
require parental care.’’ Several providers 
objected in particular that such a 
separation would, in the words of one 
comment, ‘‘remove * * * one of the 
most opportune time[s] to facilitate the 
entry of the abortion patent into family 
planning counseling, which is at the 
post-abortion check-up.’’ it was also 
pointed out that separation of services 
would burden women, by making them 
‘‘make multiple appointments or trips to 
visit different staff or facilities.’’ Finally, 
the separation policy was objected to by 
several of the comments that otherwise 
generally supported the proposed rule 
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as unnecessarily broad, ambiguous, and 
vague. 

Several of the comments opposing the 
revocation of the Gag Rule and the 
adoption of the proposed rules likewise 
objected specifically to the separation 
requirements, generally on the ground 
that the pre-1988 policies were vague 
and unenforceable. Two comments also 
argued that, if the pre-1988 requirement 
of physical separation was to be 
reinstituted, it made no sense to revoke 
§ 59.9 of the Gag Rule in its entirety, as 
that section of the Gag Rule contained 
specific standards to implement this 
requirement; alternatively, it was argued 
that if the Secretary is going to use 
different standards to determine 
whether the requisite physical 
separation existed, those should be 
published for public comment. 

The Secretary agrees that the 
comments on both sides of this issue 
have identified substantial concerns 
with the pre-1988 interpretations with 
respect to the issue of how much 
physical separation should be required 
between a grantee’s Title X project 
activities and abortion-related activities. 
The Secretary agrees with the comments 
that the pre-1988 interpretation that 
some physical separation was required 
was unenforceable. Indeed, since the 
pre-1988 interpretations had held that it 
was permissible to provide abortions on 
a Title X clinic site and to have common 
waiting areas, records, and staff (subject 
largely to proper allocation of costs), it 
was difficult to tell just what degree and 
kind of physical separation were 
prohibited. As a consequence, the 
agency attempted to enforce this 
requirement on only a few occasions 
prior to 1988. The Secretary does not 
agree with opponents of the proposed 
rules, however, who argued that the 
‘‘physical separation’’ requirements in 
§ 59.9 of the Gag Rule should be 
retained on the ground that they provide 
a necessary clarification of this issue. 
Although § 59.9 provided ostensibly 
more specific standards, the 
fundamental measure of compliance 
under that section remained ambiguous: 
‘‘the degree of separation from facilities 
[in which prohibited activities occurred] 
and the extent of such prohibited 
activities,’’ and ‘‘[t]he extent to which’’ 
certain materials were present or absent. 
Furthermore, since under § 59.9 
compliance was to be determined on a 
‘‘facts and circumstances’’ basis, this 
section of the Gag Rule provided 
grantees with less specific advance 
notice of the compliance standards than 
did the pre-1988 policies and 
interpretations. Moreover, the change in 
policy from the more concrete policies 
proposed during the Gag Rule 

rulemaking to the less concrete ‘‘facts 
and circumstances’’ standard ultimately 
adopted in the final Gag Rule as a result 
of the public comment suggests the 
practical difficulties of line-drawing in 
this area. In fact, since the Gag Rule was 
never implemented on a national basis, 
the precise contours of the compliance 
standards of § 59.9 were never 
determined. The Secretary has 
accordingly not accepted the suggestion 
from several opponents of the proposed 
rule that the policies of § 59.9 be 
retained. 

As noted by many of the comments 
from groups that generally supported 
the revocation of the Gag Rule, the 
statute does not on its face require 
physical separation; rather, by its terms 
it is addressed to the use of ‘‘funds.’’ 
While the interpretation of the statute 
by agency counsel on which the 
requirement for physical separation is 
based was reasonable, it is not the only 
possible reading of the statute. Rather, 
the fundamental question under the 
statute is, as the agency sees it, whether 
Title X funds are used by Title X 
grantees to promote or encourage 
abortions as a method of family 
planning in the Title X-assisted project. 
The Department has traditionally 
viewed a grant project as consisting of 
an identified set of activities supported 
in whole or in part by grant funds. If a 
Title X grantee can demonstrate by its 
financial records, counseling and 
service protocols, administrative 
procedures, and other means that— 
within the identified set of Title X-
supported activities—promotion or 
encouragement of abortion as a method 
of family planning does not occur, then 
it is hard to see what additional 
statutory protection is afforded by the 
imposition of a requirement for 
‘‘physical’’ separation. Indeed, in the 
light of the enforcement history noted 
above, it is not unreasonable to say that 
the standard of ‘‘physical’’ separation 
has, as a practical matter, had little 
relevance or applicability in the Title X 
program to date. Moreover, the 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. Accordingly, the 
Secretary has accepted the suggestion of 
a number of the comments that the 
requirement for physical separation be 
dropped; the interpretations 
summarized in the notice published in 
the notices section of this edition of the 

Federal Register are revised 
accordingly. This decision makes it 
unnecessary to respond to the remaining 
comments on the issue. 

G. Advocacy Restrictions 
The Gag Rule, at 42 CFR 59.10 (1989 

ed.), prohibited Title X projects from 
encouraging, promoting, or advocating 
abortion as a method of family planning. 
This section prohibited Title X projects 
from engaging in actions to ‘‘assist 
women to obtain abortions or increase 
the availability or accessibility of 
abortion for family planning purposes,’’ 
including actions such as lobbying for 
the passage of legislation to increase the 
availability of abortion as a method of 
family planning, providing speakers to 
promote the use of abortion as a method 
of family planning, paying dues to any 
group that as a significant part of its 
activities advocated abortion as a 
method of family planning, using legal 
action to make abortion available as a 
method of family planning, and 
developing or disseminating materials 
advocating abortion as a method of 
family planning. The pre-1988 
interpretations likewise prohibited the 
promotion or encouragement of abortion 
as a method of family planning through 
advocacy activities such as providing 
speakers, bringing legal action to 
liberalize statutes relating to abortion, 
and producing and/or showing films 
that tend to encourage or promote 
abortion as a method of family planning. 
However, under those prior 
interpretations, it was considered 
permissible for Title X grantees to be 
dues-paying members of abortion 
advocacy groups, so long as there were 
other legitimate program-related reasons 
for the affiliation. 

Very few comments were received 
concerning these proposed 
interpretations. Those received from 
persons and entities that generally 
supported the proposed rules generally 
argued against the restriction on 
showing films advocating abortion, on 
the ground that it was possible to violate 
this restriction by showing a film that 
was purely factual and detailed relative 
risks. The few comments on this part of 
the policies and interpretations received 
from those who generally opposed 
revoking the Gag Rule pointed out the 
similarity between the advocacy 
policies articulated in the proposed 
interpretations and § 59.10 of the Gag 
Rule and argued that § 59.10 should 
accordingly be reinstated. 

As set out above, the Secretary is of 
the view the Gag Rule cannot and 
should not be adopted piecemeal, as 
recommended by these comments. 
Moreover, the Secretary is of the view 
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that the prohibition against dues paying 
contained in § 59.10 is not required by 
the statute and does not represent sound 
public policy. Accordingly, the 
suggestion that § 59.10 be reinstated has 
not been adopted. With respect to the 
criticism of the prohibition against Title 
X grantees showing films advocating 
abortion as a method of family planning, 
it is recognized that the prohibition 
should not encompass the kind of 
neutral, factual information that 
grantees are permitted to provide in the 
counseling context; the interpretations 
have been clarified accordingly. To the 
extent that these comments seek to 
further liberalize the advocacy 
restrictions, however, they are rejected 
as inconsistent with the Secretary’s 
basic interpretation of section 1008. 

H. Miscellaneous 

A number of comments were received 
on miscellaneous issues. Those 
comments, and the Secretary’s 
responses thereto, are summarized 
below. 

1. Changes outside the scope of the 
rulemaking 

Several comments were received 
advocating changes to other sections of 
the regulations on issues other than the 
issue of compliance with section 1008. 
These comments included the following 
suggestions: that the regulations be 
revised to permit natural family 
planning providers to be Title X 
grantees; that the regulations be revised 
to prohibit single method providers 
from participating in Title X projects; 
that the footnote in the regulation 
addressing Pub. L. 94–63 be revised to 
state that the law also forbids coercion 
to carry a pregnancy to term; that the 
regulations be revised to deal with 
recent medical developments, such as 
HIV or Norplant. All of these 
suggestions are rejected on the ground 
that they exceed the scope of the 
rulemaking because these issues were 
not the subject of the Notice of Proposed 
Rulemaking. 

2. Audit standards 

Several providers urged that the OMB 
audit standards for Title X projects be 
revised to reflect the change in the 
regulations. While this comment is 
likewise outside the scope of the 
rulemaking, the Department intends to 
work with the Office of Management 
and Budget to revise the program audit 
standards to reflect the regulations 
below and the policies and 
interpretations also being reinstituted. 

‘

3. Separation of Powers 

Two comments, including one from 
four members of Congress, argued that 
the suspension of the Gag Rule violated 
the separation of powers insofar as it 
misspent federal tax dollars without 
amendment to the statute or compliance 
with the APA. The Secretary disagrees 
that suspension of the Gag Rule violated 
either the statute or the APA. The Gag 
Rule was, in the Secretary’s view, a 
permissible interpretation of the statute, 
but not the only permissible 
interpretation of the statute; thus, 
suspension of those rules (and 
reinstitution of the Department’s 
longstanding policies and 
interpretations of the statute) is not 
inconsistent with the statute. Nor was 
the suspension action inconsistent with 
the APA, as the findings which the APA 
requires be made in such circumstances 
were made. Finally, the Secretary notes 
that this issues is now moot, with the 
publication of the regulations below. 

I. Technical Amendments 

Because the proposed rules proposed 
the reissuance of the program 
regulations that were issued in 1980, it 
was recognized that— 
some of the other regulations cross-
referenced in the rules below may no longer 
be operative or citations may need to be 
updated. However, such housekeeping 
details will be addressed in the final rules. 

58 FR 7464. Further review of the 
proposed regulations has established 
that this is indeed the case. 
Accordingly, a number of technical 
amendments have been made to the 
regulations, to delete obsolete statutory 
or regulatory references or to clarify the 
existing provisions or incorporate new 
regulatory or other references made 
relevant by subsequent changes in the 
law. A summary of the technical 
amendments, and the reasons therefor, 
follows: 

1. § 59.2 (definition of ‘‘low income 
family’’): The reference to ‘‘Community 
Services Administration Income Poverty 
Guidelines (45 CFR 1060.2)’’ is changed 
to ‘‘Poverty Guidelines issued pursuant 
to 42 U.S.C. 9902(2).’’ This change 
reflects a change in the law, effected by 
Pub. L. 97–35, § 673. 

2. § 59.2 (definition of ‘‘State’’): The 
definition of this term is changed to 
reflect statutory changes regarding the 
Trust Territories of the Pacific Islands 
effected by Pub. L. 99–239 (relating to 
the Federated States of Micronesia, the 
Marshall Islands, and the Republic of 
Palau). 

3. § 59.5(a)(8): The reference to the 
‘CSA Income Poverty Guidelines’’ is 
changed, consistent with and for the 

reason set out above with respect to 
§ 59.2 (definition of ‘‘low income 
family’’). 

4. § 59.9: The reference to ‘‘Subpart 
Q’’ of 45 CFR Part 74 has been deleted, 
as that subpart has been revoked. A 
reference to 45 CFR Part 92 has been 
added, to reflect the requirements at that 
part that apply by their terms of State 
and local governments. 

5. § 59.10: The references to 42 CFR 
Part 122 and 45 CFR Part 19 have been 
deleted, as those parts have been 
revoked. A reference to 37 CFR Part 401, 
which applies by its terms, has been 
added, reflecting a change in the law. 
The description of 45 CFR Part 74 has 
been changed, to reflect accurately the 
current title of that part. A reference to 
45 CFR Part 92 has been added, to 
reflect the requirements at that part that 
apply by their terms to State and local 
governments. 

6. § 59.11: The word ‘‘documented’’ 
has been inserted before the word 
‘‘consent’’ in this section to clarify what 
was implicit in this section, that the 
consent for disclosure must be 
documented by the project. 

7. § 59.12 (proposed): The proposed 
section (which was the prior section 
relating to inventions and discoveries) 
has been deleted, as it has been 
superseded by the government-wide 
regulations at 37 CFR Part 401, a 
reference to which has been added to 
§ 59.10. This change has also occasioned 
the renumbering of the proposed 
§ 59.13. 

The above changes are all technical in 
nature and simply bring the regulations 
issued below into conformity with 
current law. They are thus essentially 
housekeeping in nature, as noted in the 
proposed rules. Accordingly, and for the 
reasons set out above, the Secretary 
finds that public comment on these 
changes would be impracticable, 
unnecessary, and contrary to the public 
interest and that good cause therefore 
exists for omitting public comment 
thereon. 

III. Effective Date 
These regulations are adopted 

effective upon publication, as they meet 
the conditions for exception from the 
requirement for a 30-day delay in 
effective date under 5 U.S.C. 553(d). 
First, by revoking the Gag Rule, the 
regulations below relieve the 
restrictions imposed on grantees’ 
conduct of their Title X projects by the 
Gag Rule. Second, the policies adopted 
in the regulations below and the 
interpretations adopted in conjunction 
with them are already largely in effect, 
by virtue of the suspension of the Gag 
Rule and the reinstitution of the pre
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1988 policies and interpretations 
effected by the interim rules of February 
5, 1993. To the extent this status quo is 
changed by the revision of the policies 
and interpretations in question, the 
effect of those revisions is to clarify and 
simplify certain of the present 
restrictions, which should make 
complying with the policies and 
interpretations easier for grantees than 
is presently the case. Thus, no useful 
purpose would be served by delaying 
the effective date of these regulations, 
and the Secretary accordingly finds that 
good cause exists for making them 
effective upon publication. 

IV. Analysis of Impacts 

The Secretary has examined the 
impacts of the final rule under the 
Regulatory Flexibility Act (5 U.S.C. 
601–612), and certifies that this final 
rule will not have a significant impact 
on a substantial number of small 
entities. 

Section 202 of the Unfunded 
Mandates Reform Act (the Act) requires 
that agencies prepare an assessment of 
anticipated costs and benefits before 
proposing any rule that may result in an 
expenditure by State, local, and tribal 
governments, in the aggregate, or by the 
private sector, of $100,000,000 (adjusted 
for inflation) in any year. This rule will 
not result in such an expenditure; 
consequently, it is not covered by 
Section 202 of the Act. 

Executive Order 13132 requires that a 
Federalism Assessment be prepared in 
any cases in which policies have 
significant federalism implications as 
defined in the Executive Order. The 
Department does not intend or interpret 
this final rule as imposing additional 
costs or burdens on the States. The 
Department has evaluated the public 
comments. Public comments from State 
and local health departments indicate 
support for the Title X policies 
contained in the final rule and the 
interpretations to ensure the provision 
of quality medical care and patients’ 
rights to comprehensive services. In the 
interest of consistent program operation 
and uniform understanding of the 
policy, the final rule codifies what has 
been longstanding program policy and 
is consistent with current program 
practice. 

The Office of Management and Budget 
has reviewed this rule pursuant to 
Executive Order 12866. 

List of Subjects in 42 CFR Part 59. 

Family planning—birth control; Grant 
programs—health; Health facilities. 

Dated: June 28, 2000. 
David Satcher, 
Assistant Secretary for Health and Surgeon 
General. 

Approved: June 28, 2000. 
Donna E. Shalala, 
Secretary. 

PART 59—GRANTS FOR FAMILY 
PLANNING 

For the reasons set out in the 
preamble, subpart A of part 59 of title 
42, Code of Federal Regulations, is 
hereby revised to read as follows: 

Subpart A—Project Grants for Family 
Planning Services 

Sec. 
59.1	 To what programs do these regulations 

apply? 
59.2 Definitions. 
59.3	 Who is eligible to apply for a family 

planning services grant? 
59.4	 How does one apply for a family 

planning services grant? 
59.5	 What requirements must be met by a 

family planning project? 
59.6	 What procedures apply to assure the 

suitability of informational and 
educational material? 

59.7	 What criteria will the Department of 
Health and Human Services use to 
decide which family planning services 
projects to fund and in what amount? 

59.8 How is a grant awarded? 
59.9	 For what purposes may grant funds be 

used? 
59.10	 What other HHS regulations apply to 

grants under this subpart? 
59.11 Confidentiality. 
59.12 Additional conditions. 

Subpart A—Project Grants for Family 
Planning Services 

Authority: 42 U.S.C. 300a–4. 

§ 59.1 To what programs do these 
regulations apply? 

The regulations of this subpart are 
applicable to the award of grants under 
section 1001 of the Public Health 
Service Act (42 U.S.C. 3200) to assist in 
the establishment and operation of 
voluntary family planning projects. 
These projects shall consist of the 
educational, comprehensive medical, 
and social services necessary to aid 
individuals to determine freely the 
number and spacing of their children. 

§ 59.2 Definitions. 

As used in this subpart: 
Act means the Public Health Service 

Act, as amended. 
Family means a social unit composed 

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

Low income family means a family 
whose total annual income does not 
exceed 100 percent of the most recent 

Poverty Guidelines issued pursuant to 
42 U.S.C. 9902(2). ‘‘Low-income family’’ 
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. For example, unemancipated 
minors who wish to receive services on 
a confidential basis must be considered 
on the basis of their own resources. 

Nonprofit, as applied to any private 
agency, institution, or organization, 
means that no part of the entity’s net 
earnings benefit, or may lawfully 
benefit, any private shareholder or 
individual. 

Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the 
Department of Health and Human 
Services to whom the authority 
involved has been delegated. 

State includes, in addition to the 
several 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. Outlaying Islands (Midway, 
Wage, et al.), the Marshall Islands, the 
Federated State of Micronesia and the 
Republic of Palau. 

§ 59.3 Who is eligible to apply for a family 
planning services grant? 

Any public or nonprofit private entity 
in a State may apply for a grant under 
this subpart. 

§ 59.4 How does one apply for a family 
planning services grant? 

(a) Application for a grant under this 
subpart shall be made on an authorized 
form. 

(b) An individual authorized to act for 
the applicant and to assume on behalf 
of the applicant the obligations imposed 
by the terms and conditions of the grant, 
including the regulations of this 
subpart, must sign the application. 

(c) The application shall contain— 
(1) A description, satisfactory to the 

Secretary, of the project and how it will 
meet the requirements of this subpart; 

(2) A budget and justification of the 
amount of grant funds requested; 

(3) A description of the standards and 
qualifications which will be required for 
all personnel and for all facilities to be 
used by the project; and 

(4) Such other pertinent information 
as the Secretary may require. 

§ 59.5 What requirements must be met by 
a family planning project? 

(a) Each project supported under this 
part must: 

(1) Provide a broad range of 
acceptable and effective medically 
approved family planning methods 
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(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 participated as part of a project 
as long as the entire project offers a 
broad range of family planning services. 

(2) Provide services without 
subjecting individuals to any coercion 
to accept services or to employ or not 
to employ any particular methods of 
family planning. Acceptance of services 
must be solely on a voluntary basis and 
may not be made a prerequisite to 
eligibility for, or receipt of, any other 
services, assistance from or 
participation in any other program of 
the applicant.1 

(3) Provide services in a manner 
which protects the dignity of the 
individual. 

(4) Provide services without regard of 
religion, race, color, national origin, 
handicapping condition, age, sex, 
number of pregnancies, or martial 
status. 

(5) Not provide abortion a method of 
family planning. A project must: 

(i) Offer pregnant women the 
opportunity to 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. 
(ii) 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 option(s) 
about which the pregnant woman 
indicates she does not wish to receive 
such information and counseling. 

(6) Provide that priority in the 
provision of services will be given to 
persons from low-income families. 

(7) Provide that no charge will be 
made for services provided to any 
persons from a low-income family 
except to the extent that payment will 
be made by a third party (including a 
government agency) which is authorized 

1 Section 205 of Pub. L. 94–63 states: ‘‘Any (1) 
officer or employee of the United States, (2) officer 
or employee of any State, political subdivision of 
a State, or any other entity, which administers or 
supervises the administration of any program 
receiving Federal financial assistance, or (3) person 
who receives, under any program receiving Federal 
assistance, compensation for services, who coerces 
or endeavors to coerce any person to undergo an 
abortion or sterilization procedure by threatening 
such person with the loss of, or disqualification for 
the receipt of, any benefit or service under a 
program receiving Federal financial assistance shall 
be fined not more than $1,000 or imprisoned for not 
more than one year, or both.’’ 

to or is under legal obligation to pay this 
charge. 

(8) Provide that charges will be made 
for services to persons other than those 
from low-income families in accordance 
with a schedule of discounts based on 
ability to pay, except that charges to 
persons from families whose annual 
income exceeds 250 percent of the 
levels set forth in the most recent 
Poverty Guidelines issued pursuant to 
42 U.S.C. 9902(2) will be made in 
accordance with a schedule of fees 
designed to recover the reasonable cost 
of providing services. 

(9) If a third party (including a 
Government agency) is authorized or 
legally obligated to pay for services, all 
reasonable efforts must be made to 
obtain the third-party payment without 
application of any discounts. Where the 
cost of services is to be reimbursed 
under title XIX, XX, or XXI of the Social 
Security Act, a written agreement with 
the title XIX, XX or XXI agency is 
required. 

(10)(i) Provide that 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 subgrantees which have 
previously provided or propose to 
provide family planning services to the 
area proposed to be served by the 
applicant. 

(ii) Provide an opportunity for 
maximum participation by existing or 
potential subgrantees in the ongoing 
policy decisionmaking of the project. 

(11) Provide for an Advisory 
Committee as required by § 59.6. 

(b) In addition to the requirements of 
paragraph (a) of this section, each 
project must meet each of the following 
requirements unless the Secretary 
determines that the project has 
established good cause for its omission. 
Each project must: 

(1) Provide for medical services 
related to family planning (including 
physician’s consultation, examination 
prescription, and continuing 
supervision, laboratory examination, 
contraceptive supplies) and necessary 
referral to other medical facilities when 
medically indicated, and provide for the 
effective usage of contraceptive devices 
and practices. 

(2) 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. 

(3) Provide for informational and 
educational programs designed to— 

(i) Achieve community understanding 
of the objectives of the program; 

(ii) Inform the community of the 
availability of services; and 

(iii) Promote continued participation 
in the project by persons to whom 
family planning services may be 
beneficial. 

(4) Provide for orientation and in-
service training for all project personnel. 

(5) Provide services without the 
imposition of any durational residency 
requirement or requirement that the 
patient be referred by a physician. 

(6) Provide that family planning 
medical services will be performed 
under the direction of a physician with 
special training or experience in family 
planning. 

(7) Provide that all services purchased 
for project participants will be 
authorized by the project director or his 
designee on the project staff. 

(8) 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. 

(9) Provide that if family planning 
services are provided by contract or 
other similar arrangements with actual 
providers of services, services will be 
provided in accordance with a plan 
which establishes rates and method of 
payment for medical care. These 
payments must be made under 
agreements with 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. 

(10) Provide, to the maximum feasible 
extent, 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 others in the community 
knowledgeable about the community’s 
needs for family planning services. 

§ 59.6 What procedures apply to assure 
the suitability of informational and 
educational material? 

(a) A grant under this section may be 
made only upon assurance satisfactory 
to the Secretary that the project shall 
provide for the review and approval of 
informational and educational materials 
developed or made available under the 
project by an Advisory Committee prior 
to their distribution, to assure that the 
materials are suitable for the population 
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or community to which they are to be 
made available and the purposes of title 
X of the Act. The project shall not 
disseminate any such materials which 
are not approved by the Advisory 
Committee. 

(b) The Advisory Committee referred 
to in paragraph (a) of this section shall 
be established as follows: 

(1) Size. The Committee shall consist 
of no fewer than five but not more than 
nine members, except that this 
provision may be waived by the 
Secretary for good cause shown. 

(2) Composition. The Committee shall 
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. 

(3) Function. In reviewing materials, 
the Advisory Committee shall: 

(i) Consider the educational and 
cultural backgrounds of individuals to 
whom the materials are addressed; 

(ii) Consider the standards of the 
population or community to be served 
with respect to such materials; 

(iii) Review the content of the 
material to assure that the information 
is factually correct; 

(iv) Determine whether the material is 
suitable for the population or 
community to which is to be made 
available; and 

(v) Establish a written record of its 
determinations. 

§ 59.7 What criteria will the Department of 
Health and Human Services use to decide 
which family planning services projects to 
fund and in what amount? 

(a) Within the limits of funds 
available for these purposes, the 
Secretary may award grants for the 
establishment and operation of those 
projects which will in the Department’s 
judgment best promote the purposes of 
section 1001 of the Act, taking into 
account: 

(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 
regulations. 

(b) The Secretary shall determine the 
amount of any award on the basis of his 
estimate of the sum necessary for the 
performance of the project. No grant 
may be made for less than 90 percent of 
the project’s costs, as so estimated, 
unless the grant is to be made for a 
project which was supported, under 
section 1001, for less than 90 percent of 
its costs in fiscal year 1975. In that case, 
the grant shall not be for less than the 
percentage of costs covered by the grant 
in fiscal year 1975. 

(c) No grant may be made for an 
amount equal to 100 percent for the 
project’s estimated costs. 

§ 59.8 How is a grant awarded? 

(a) The notice of grant award specifies 
how long HHS intends to support the 
project without requiring the project to 
recompete for funds. This period, called 
the project period, will usually be for 
three to five years. 

(b) Generally the grant will initially be 
for one year and subsequent 
continuation awards will also be for one 
year at a time. A grantee must submit a 
separate application to have the support 
continued for each subsequent year. 
Decisions regarding continuation 
awards and the funding level of such 
awards will be made after consideration 
of such factors as the grantee’s progress 
and management practices, and the 
availability of funds. In all cases, 
continuation awards require a 
determination by HHS that continued 
funding is in the best interest of the 
government. 

(c) Neither the approval of any 
application nor the award of any grant 
commits or obligates the United States 
in any way to make any additional, 
supplemental, continuation, or other 
award with respect to any approved 
application or portion of an approved 
application. 

§ 59.9 For what purpose may grant funds 
be used? 

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 74 
or Part 92, as applicable. 

§ 59.10 What other HHS regulations apply 
to grants under this subpart? 

Attention is drawn to the following 
HHS Department-wide regulations 
which apply to grants under this 
subpart. 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 subawards 
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 the Department of Health and 
Human Services 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 handicap 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 

§ 59.11 Confidentiality. 

All information as to personal facts 
and circumstances obtained by the 
project staff about individuals receiving 
services must be held confidential and 
must 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. Otherwise, information 
may be disclosed only in summary, 
statistical, or other form which does not 
identify particular individuals. 

§ 59.12 Additional conditions. 

The Secretary may, with respect to 
any grant, impose additional conditions 
prior to or at the time of any award, 
when in the Department’s judgment 
these conditions are necessary to assure 
orb protect advancement of the 
approved program, the interests of 
public health, or the proper use of grant 
funds. 
[FR Doc. 00–16758 Filed 6–30–00; 8:45 am] 
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