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MEMORANDUM OF LAW
I. INTRODUCTION

Defendants seek to have it both ways—on the one hand wielding the Kennedy Declaration
to terrorize providers into terminating the provision of transgender health care, and boasting when
it has its intended effect—and on the other, insisting before this Court that it has no effect because
it’s just the opinion of one man who happens to disagree with that care. To agree with Defendants’
litigation position, though, this Court would have to ignore that the one man is the Secretary of
Health and Human Services, the “opinion” purports to set a national standard of care that by rule
would supersede all other established standards of care, and the threatened consequence for
ignoring the “opinion”—provider exclusion from Medicare and Medicaid—poses serious harms
to States’ provider networks. And this Court also would have to overlook the fact that the Secretary
calls the Declaration a “clear directive” and that HHS has referred at least 17 hospitals and health
centers for potential exclusion for violating that “opinion” and vowed that it won’t stop “fighting”
until “every single hospital system stops” providing transgender health care to youth.

While Plaintiff States would prefer the Declaration be the mere opinion of one man so they
did not have to sue over it, it just isn’t the case. The text of the Declaration, the legal consequences
it spells out, and HHS’s statements everywhere but in their legal brief force the Plaintiff States to
seek relief. And this relief is desperately needed, notwithstanding Defendants’ post hoc
representations in litigation, as providers are being intimidated into stopping care at an alarming
clip. Relief is also warranted; Defendants hardly defend the legality of the Declaration.

On jurisdiction, this case is ripe and the Kennedy Declaration is final agency action.
Defendants have plainly exploited the Declaration to intimidate providers, including some of the
leading children’s hospitals in the nation, by publicly referring major hospitals and health centers
to HHS-OIG for exclusion from Medicare and Medicaid solely because they provide—as a tiny
fraction of the services they offer—transgender health care in contravention of the Declaration.

Unsurprisingly, many institutions have taken Defendants at their word and complied with the
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Declaration’s unequivocal command, causing harm to Plaintiff States’ Medicaid provider networks
and their authority to regulate the practice of medicine.

On the merits, Plaintiff States are entitled to summary judgment on their claims.
Defendants ignore the plain text of the Declaration, which announces that it is setting a standard
of care that supersedes established, professionally recognized standards of care in the Plaintiff
States and purports to set a new substantive legal standard that could be used to categorically
exclude providers for violating it. This goes well beyond a general statement of policy and thus
would require notice and comment. Defendants point to no statutory authority to justify the
Declaration, let alone the kind of unequivocal delegation of authority that would be necessary to
intrude on the regulation of the practice of medicine. Defendants likewise offer no serious rebuttal
to arguments that the Declaration violates the Medicaid Act because it violates the terms of States’
Medicaid and CHIP plans and would devastate States’ abilities to maintain adequate provider
networks. On these grounds, this court should grant Plaintiff States’ motion for summary judgment.

II. ADDITIONAL FACT SUMMARY

Since Plaintiff States filed their motion for summary judgment, HHS has continued

referring prominent medical institutions within Plaintiff States to HHS-OIG for potential exclusion

from Medicaid and Medicare based on their provision of transgender health care to youth.! In each

! HHS has referred at least 13 hospitals and 4 health centers to HHS-OIG for potential
exclusion from Medicaid and Medicare, including: Seattle Children’s Hospital, Children’s
Hospital Colorado, Children’s Hospital Minnesota, Children’s Hospital of Orange County, UCSF
Hyde Hospital, Benioff Children’s Hospital, Boston Children’s Hospital, Doernbecher Children’s
Hospital, Lurie Children’s Hospital of Chicago, Nemours Children’s Hospital, New York
University—Langone Health, Children’s Hospital of Philadelphia, Johns Hopkins Hospital and
Health System, Whitman-Walker Health Center, Callen-Lorde Community Health Center, Los
Angeles LGBT Center, and the Institute for Family Health. Declaration of Lauryn K. Fraas (Fraas
Decl.), Ex. 1, Mike Stuart, HHS General Counsel (@HHSGCMikeStuart), X (Dec. 26, 2025, at
3:29 pm), https://x.com/HHSGCMikeStuart/status/2004695988242710776; id., Ex. 2, Mike
Stuart, HHS General Counsel (@HHSGCMikeStuart), X (Dec. 30, 2025, at 1:08 pm),
https://x.com/HHSGCMikeStuart/status/2006110061114851333; id., Ex. 3, Mike Stuart, HHS
General Counsel (@HHSGCMikeStuart), X (Jan. 5, 2026, at 3:35 pm),
https://x.com/HHSGCMikeStuart/status/2008321502765093348; id., Ex. 4, Mike Stuart, HHS
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case, HHS’s General Counsel cited the Kennedy Declaration as the basis for the referrals. For
instance, in referring Johns Hopkins Hospital and Health System on February 3, 2026, the HHS

General Counsel wrote:>

@SecKennedy’s declaration made clear that sex-rejecting procedures
for children and adolescents are not safe and not effective. Far from it.
Sex-rejecting procedures are incredibly damaging and contrary to
acceptable standards of healthcare. @HHSGov, @SecKennedy, and
@HHSOGC will continue to take all necessary actions to protect our
children from “sea to shining sea.” Our children deserve it.

Similarly on January 15, 2026, in referring six prominent children’s hospitals for potential

exclusion from Medicaid and Medicare, HHS’s General Counsel posted:*

General Counsel (@HHSGCMikeStuart), X (Jan. 9, 2026, at 1:46 pm),
https://x.com/HHSGCMikeStuart/status/2009743491186794620; id., Ex. 5, Mike Stuart, HHS
General Counsel (@HHSGCMikeStuart), X (Jan. 15, 2026, at 3:40 pm),
https://x.com/HHSGCMikeStuart/status/2011946547005833419; id., Ex. 6, Mike Stuart, HHS
General Counsel (@HHSGCMikeStuart), X (Feb. 3, 2026, at 3:25 pm),
https://x.com/HHSGCMikeStuart/status/2018828343144010025; id., Ex. 7, Mike Stuart, HHS
General Counsel (@HHSGCMikeStuart), X (Feb. 11, 2026, at 10:16 am),
https://x.com/HHSGCMikeStuart/status/2021649628639240524; see also ECF 32 at 18-19 &
nn.6-7 (discussing initial three referrals). This Court may take judicial notice of statements made
by government officials on social media and to the press. See Nguyen v. Scott, 796 F. Supp. 3d
703,733 (W.D. Wash. 2025) (taking judicial notice of social media statements and videos); Cnty.
of Santa Clara v. Trump, 250 F. Supp. 3d 497, 520 n.4, n.6, n.7 (N.D. Cal. 2017) (taking judicial
notice of press conference and interview statements).

2 Fraas Decl., Ex. 6.

3 Fraas Decl., Ex. 5; see also id., Ex. 7 (social media post referring additional medical
institutions and explaining that “@SecKennedy, @HHSGov, and legitimate medical professionals
from across the nation have been exceedingly clear” that “[s]ex-rejecting procedures are not
acceptable forms of healthcare” and that “@HHSGov, @SecKennedy, and @HHSOGC will
continue to take all necessary actions to protect our children from life-altering, damaging and fake
healthcare treatments™).
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- HHS General Counsel Mike Stuart &2
P @HHSGCMikeStuart

SIX hospitals located in SIX different states...

It is truly unfortunate that today I referred to @OIGATHHS for full
investigation SIX more hospitals from SIX different states for allegedly
failing to protect our children from sex-rejecting procedures- procedures
that cause permanent terrible harm.

These hospitals appear to continue to operate outside recognized
standards of healthcare and entirely outside @SecKennedy’s declaration
that sex-rejecting procedures for children and adolescents are neither
safe nor effective.

And on January 9, 2026, in referring three California hospitals, HHS’s General Counsel explained
that he was referring the hospitals for “full investigation” because the hospitals “continue to
operate outside recognized standards of health care and entirely outside @SecKennedy’s easy to
understand declaration that sex-rejecting procedure for children and adolescents are not safe nor
effective.”

HHS has also been clear in the goal of the referrals: to end transgender health care for

adolescents, writing on January 5, 2026:

73 HHS @
\‘( @HHSGov
We will hold EVERY provider of sex-rejecting procedures for children and

adolescents accountable for failure to meet recognized standards of
health care.

Indeed, HHS has celebrated the federal pressure currently being exerted on medical institutions to

stop providing this care.’

4 Fraas Decl., Ex. 4.

5 Fraas Decl., Ex. 8, Mike Stuart, HHS General Counsel (@HHSGCMikeStuart), X
(Feb. 3, 2026, at 7:24 pm), https://x.com/HHSGCMikeStuart/status/2018888249104531523; see
also id., Ex. 11, Mike Stuart, HHS General Counsel (@HHSGCMikeStuart), X, (Jan. 25, 2026, at
5:37 am), https://x.com/HHSGCMikeStuart/status/2015418646450090475?s=20.
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s HHS General Counsel Mike Stuart {2 B
¥ ©@HHSGCMikeStuart

Rack up another victory for our children!
Hospital system after hospital system nationwide are stopping
devastating gender-rejecting treatments. @SecKennedy, @HHSGov, and

@hhsogc will continue fighting for our children until every single hospital
system stops these horrific procedures.

Parking

Red Ramp

This federal pressure campaign has been effective. According to HHS, “dozens” of hospital
systems across the country have stopped providing gender affirming care to young people “over
the past few weeks.”® These hospitals include three institutions that were referred to HHS-OIG for

7

potential exclusion,” as well as institutions that fear referral to HHS-OIG or other retribution from

the federal government based on the provision of transgender health care to youth, including

® Fraas Decl., Ex. 10, Mike Stuart, HHS General Counsel (@HHSGCMikeStuart), X
(Feb. 4, 2026, at 2:48 pm), https://x.com/HHSGCMikeStuart/status/2019181341158277378; see
also id., Ex. 8.

7 See ECF 59-6 (Children’s Hospital Colorado, explaining in a press statement that it
decided to suspend care “due to the threatened impact of the HHS investigation and the overall
declaration”); Fraas Decl., Ex. 18, Joseph Goldstein, Manhattan Hospital Ends Medical Treatment
for Transgender Youth, N.Y. Times (Feb. 17, 2026), https://www.nytimes.com/2026/02/17/
nyregion/nyu-hospital-transgender-youth.html (NYU Langone stopping care, citing “the current
regulatory environment” after being referred for possible exclusion); Fraas Decl., Ex. 20,
Children’s Minnesota, Gender Health, https://www.childrensmn.org/services/care-specialties-
departments/gender-health/ (Children’s Minnesota, explaining that it was pausing care due to “an
increase in federal actions™).
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Children’s Hospital Wisconsin, Denver Health in Colorado, and Mary Bridge Children’s Hospital
in Washington.® As reflected in the statements of these institutions, they are unwilling to continue
providing this care to minors amid the federal government’s escalating threats. Looming large
among these threats is the Kennedy Declaration, which poses an existential threat to institutions
and individual providers of medically necessary health care for transgender minors because of the
harsh consequences that flow from exclusion from federal programs.’

Excluding the referred pediatric hospitals from Medicaid would devastate pediatric health
care delivery in many of the Plaintiff States. These hospitals provide critical pediatric services to

multi-state regions and often serve as safety-net providers, supplying pediatric care to huge swaths

8 Fraas Decl., Ex. 21, Joe Schulz, Children’s Wisconsin, UW Health stop providing gender-
affirming  treatments  for minors, Wisconsin Public Radio (Jan. 13, 2026),
https://www.wpr.org/news/childrens-wisconsin-uw-health-stop-providing-gender-affirming-
treatments-minors; id., Ex. 19, Tony Gorman, Youth gender affirming case suspended at
Children’s Hospital Colorado and Denver Health, Colorado Public Radio (Jan. 2, 2026),
https://www.cpr.org/2026/01/02/youth-gender-affirming-care-suspended-childrens-hospital-
denver-health/; id., Ex. 22, Becca Most, Tacoma children’s hospital closes gender-affirming care
clinic, The News Tribune (Jan. 27, 2026),
https://www.thenewstribune.com/news/local/article3 14477495 .html; id., Ex. 23, Elise Takahama,
Mary Bridge leaders cite 2 federal threats behind gender clinic closure, The Spokesman-Review
(Feb. 4, 2026), https://www.spokesman.com/stories/2026/feb/04/mary-bridge-leaders-cite-2-
federal-threats-behind-/; see also id., Ex. 24 Theresa Gaffney, Amid federal pressure, more
hospitals stop gender-affirming care for minors, STAT News (Feb. 5 2026),
https://www.statnews.com/2026/02/05/hospitals-stop-gender-care-minors-trump-administration-
pressure (cataloguing the health care institutions that have stopped providing transgender health
care to minors since December 2025).

% See, e.g., ECF 59-6 (statement by Children’s Colorado explaining, “[t]his referral
threatens Children’s Colorado’s Medicare and Medicaid funding, risking care for hundreds of
thousands of children”); Fraas Decl., Ex. 22 (“Due to recent escalations at the federal level to
eliminate medical interventions to treat gender dysphoria for minors nationwide, as well as
investigations and significant penalizations of health care organizations that provide such care,
MultiCare Health System has made the difficult choice to close the MultiCare Mary Bridge
Children’s Gender Health Clinic.”); id., Ex. 21 (citing “escalating legal and federal regulatory risk”
and “recent federal actions” as the reason two major medical institutions in Wisconsin stopped
providing gender affirming care to minors); id., Ex. 19 (explaining that its decision to suspending
gender affirming care on January 2, 2026 was “made necessary by the actions of HHS, [which]
substantially affect access to critical health services”).
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of low-income children in Plaintiff States.!” For instance, Medicaid is a major payor to Seattle
Children’s Hospital—which provides specialized pediatric care (including cancer care, intensive
cardiac care, and intensive neonatal care) to the sickest children in a five-state region—and is the
only hospital in Washington approved to provide pediatric organ transplants. See ECF 62 9 6, 7,
9, 10. Similarly, Children’s Hospital of Colorado, which is the premier children’s hospital in
Colorado and the Rocky Mountain Region, has the only dedicated Level 1 trauma center in the
region, and is the only hospital in Colorado approved to provide pediatric organ transplants. Flores-
Brennan Suppl. Decl. 49 4-5. Boston Children’s Hospital serves as the referral center for the sickest
children in the New England region, providing specialized care for conditions such as congenital
heart disease, childhood cancers, cerebral palsy, epilepsy, spina bifida, and stroke, and provided
care to more than 86,500 MassHealth (Medicaid and CHIP) patients in 2025. Marqusee Suppl.
Decl. 9 14, 17-18. Children’s Hospital of Philadelphia, which has the largest pediatric oncology
research program in the country as well as one of the largest pediatric cardiac centers in North
America, is a critical provider of pediatric care in the mid-Atlantic region, and provided care to
over 168,500 Medicaid patients in state fiscal year 2025. Kozak Suppl. Decl. 9 7-9, 17-19. Lurie
Children’s Hospital of Chicago is a leading pediatric provider in the Midwest region and served
nearly 90,000 Medicaid and CHIP patients in state fiscal year 2025. See Phelan Suppl. Decl. q 5.
And Children’s Minnesota, which is one of the largest freestanding pediatric health systems in the
country, serves a five-state region, providing both a Level 1 Trauma Center and a Level 1
Children’s Surgery Center to the more than 167,000 patients it served in 2024. Connolly Suppl.

Decl. 99 3-4. Exclusion of these prominent entities from Medicaid would leave state health care

19 Nearly half of the approximately 73 million children in the United States are on Medicaid
or CHIP. See Fraas Decl., Ex. 25, October 2025 Medicaid & CHIP Enrollment Data Highlights,
Medicaid.gov, https://www.medicaid.gov/medicaid/national-medicaid-chip-program-
information/medicaid-chip-enrollment-data/october-2025-medicaid-chip-enrollment-data-
highlights (last visited Feb. 24, 2026) (providing Medicaid data); id., Ex. 26, Children’s Bureau:
Child Welfare Outcomes Report Data, Child Population Data, U.S. Dep’t of Health & Hum.
Servs., https://cwoutcomes.acf.hhs.gov/cwodatasite/population/index/ (last visited Feb. 24, 2026)
(providing child population data).
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authorities scrambling to provide care for millions of incredibly sick children, particularly those
requiring specialized cancer treatment, cardiac care and heart surgery, treatment for neurological
disorders, as well as organ transplants. See ECF 62 9 12 (explaining there would be no way to
timely provide specialized care to many medically-complicated Medicaid patients in Washington
if Seattle Children’s Hospital was excluded); Flores-Brennan Suppl. Decl. § 9 (same for Colorado
if Colorado Children’s Hospital was excluded); Phelan Suppl. Decl. q 5 (same for Illinois if Lurie
Children’s Hospital was excluded); Kozak Suppl. Decl. 49 17, 20-21 (same for Pennsylvania if
Children’s Hospital of Pennsylvania was excluded); Marqusee Suppl. Decl. 4 16-18 (same for
Massachusetts if Boston Children’s Hospital was excluded); Connolly Suppl. Decl. 4 8 (same for
Minnesota if Children’s Minnesota was excluded).

III. ARGUMENT

A. The Kennedy Declaration Purports to Override Existing Standards of Care, and
Defendants’ Litigation Position to the Contrary Should be Disregarded

Ignoring both the plain text of the Kennedy Declaration and the fact that the HHS General
Counsel has already deployed it against health care providers, Defendants now describe the
Declaration as merely a “non-binding policy position” (ECF 73 at 17), “non-binding opinion” (id.
at 21), and a “non-binding policy view” (id. at 23). On this basis, they demur on each and every
substantive challenge Plaintiff States bring here.!' The Kennedy Declaration isn’t in excess of his
statutory authority, they say, because anyone, including the Secretary, can express his opinion. /d.
at 38. They didn’t need to go through notice and comment, they say, because the Kennedy
Declaration doesn’t set or change any legal standard. /d. at 35-36. The Declaration isn’t contrary
to law, they say, because it is legally irrelevant. /d. at 40. And for these same reasons, they say, the

Kennedy Declaration isn’t even agency action, and the case isn’t ripe. /d. at 23, 28. But contrary

' Defendants filed two nearly identical briefs. One is a motion to dismiss or, in the
alternative, summary judgment. ECF 73. The other is an opposition to Plaintiff States’ motion for
summary judgment. ECF 74. This omnibus response and reply will cite to Defendants’ motion
(ECF 73), but all arguments respond to both of Defendants’ filings.
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to Defendants’ post-hoc litigation position, the plain language of the Secretary’s Declaration
purports to establish a standard of care that health care providers must follow or risk exclusion.
And because of that basic fact, every argument that Defendants now make in litigation fails.

To begin with, Secretary Kennedy does not state that the Declaration was made in his
personal capacity. To the contrary, the Declaration proclaims at the top that it is issued “pursuant
to [Secretary Kennedy’s] authority and responsibilities under federal law” and includes HHS’s
seal. Subsequently, section I.D. is labeled “Legal Authority for This Declaration” and it claims it
is “issued pursuant to the authority vested in the HHS Secretary.” Such language typically refers
to distinct grants of regulatory or adjudicatory power that Congress has given to a federal official

or agency. See Kennedy v. Braidwood Mgmt., Inc., 606 U.S. 748, 779-80 (2025) (holding Congress

“vested the Secretary of HHS with” certain powers in statute); see also U.S. Const. art. I, § 1, cl. 1
(“All legislative Powers herein granted shall be vested in a Congress of the United States, which
shall consist of a Senate and House of Representatives.”). By contrast, sharing an opinion requires
no grant of authority, and the Secretary does not typically open press conferences or op-eds with
similar language.

The Declaration also expressly invokes 42 C.F.R. § 1001.2, which Defendants
acknowledge “addresses situations in which HHS or a component agency has exercised specific
statutory authority to determine that a treatment modality is not safe and effective.” ECF 75 q 6.
The Declaration uses § 1001.2 to definitively determine that transgender health care is not safe
and effective. True, Defendants have now backpedaled and conceded that 42 C.F.R. § 1001.2 does
not give Secretary Kennedy the unilateral legal authority to set nationwide standards of care.
ECF 73 at 39. But the Department of Justice’s (DOJ’s) representations to this effect in a legal brief
cannot retroactively rewrite the Declaration itself. Nor do such representations provide any
assurance to providers threatened with exclusion from federal health care programs or prevent

HHS-OIG from applying the Declaration in exclusion decisions.
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The remainder of the Declaration’s language confirms that it purports to change substantive
legal standards. For instance, after citing to and quoting from § 1001.2, the Declaration states: “As
such” (that is, because it is issued under “authority vested in the HHS Secretary” and “informed
by 42 CFR § 1001.2”) “this declaration supersedes ‘Statewide or national standards of care,
whether in writing or not, that professional peers of the individual or entity whose provision of
care is an issue, recognize as applying to those peers practice or providing care within a State.””
Kennedy Decl. § I.LD (emphasis added). On its face, therefore, the Declaration purports to
definitively declare that transgender health care is below the standard of care as defined by States
or professional organizations, and that this Declaration “supersedes”—that is “annul[s], make[s]
void, or repeal[s]”—the otherwise generally applicable definition of “professionally recognized
standards of care” in 42 C.F.R. § 1001.2. See Supersede, Blacks Law Dictionary (12th ed. 2024).'2

Further, contrary to the Response’s insistence that the Declaration will be one of the
“multiple sources” that HHS-OIG is free to weigh and consult in exclusion proceedings (see ECF
No. 73 at 2), the Declaration by its terms leaves no room for other, competing evidence about the
appropriate standard of care. Notably, at least one court has even denied preliminary relief to
maintain the prohibited medical services for transgender patients and their families on grounds

that the hospital’s fear of triggering exclusion proceedings under the Declaration was legitimate.

See Boe v. Children’s Hosp. Colo., Case No. 26CV30232, Order at 21 (Dist. Ct. City & Cnty. of

12 Defendants’ read of the Declaration also flies in the face of the interpretation of Plaintiff
States’ witnesses, many of whom have decades of experience in the administration of public health
care systems at the state and federal levels. According to them, the Kennedy Declaration “makes
clear that the provision of [gender-affirming medical care] is, per se, a basis to exclude providers
from federal health care programs.” ECF 33 49 16-23 (Oregon’s Medicaid Director); see also ECF
39 99 10-16 (California); ECF 40 99 14-20 (Colorado); ECF 41 99 16-24 (Connecticut); ECF 42
99 16-24 (Delaware); ECF 45 99 14-20 (Hawai‘i); ECF 46 99 23-30 (Illinois); ECF 47 99 16-25
(Maine); ECF 48 99 15-23 (Maryland); ECF 49 99 11-20 (Massachusetts); ECF 50 94 10-13
(Michigan); ECF 51 49 16-22 (Minnesota); ECF 53 99 14-20 (New Jersey); ECF 54 99 14-22 (New
Mexico); ECF 55 9 18-25 (Pennsylvania); ECF 56 99 15-21 (Rhode Island); ECF 57 99 14-19
(Vermont); ECF 58 99 14-20 (Wisconsin). This natural reading of the Kennedy Declaration is also
borne out by the multitude of providers who have stopped providing medically necessary
transgender health care due to its explicit threat. Fraas Decl., Ex. 7.
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Denver Co. Feb. 13, 2026) (unpublished) (hereinafter Fraas Decl., Ex. 30) (denying preliminary
injunction where it would require Children’s Hospital Colorado to violate the Kennedy Declaration
giving rise to “a very real threat of exclusion”). It strains credulity to think that both Plaintiff
States—relying on the judgment of their seasoned Medicaid directors—and judges have
fundamentally misunderstood the Declaration’s import, as DOJ now insists.

Additionally, HHS has publicly treated the Kennedy Declaration as if health care providers
were required to comply with it. In public post after public post, HHS’s General Counsel has relied
on the Declaration to refer hospitals and health centers to HHS-OIG for possible exclusion. See
supra § 11. According to HHS’s General Counsel, they were referred because they “fail[ed] to meet
professional recognized standards of health care as according to Secretary Kennedy’s declaration”
(ECF 59-2); (ECF 59-3) (same), “[t]he HHS [Secretary Kennedy] declaration made clear that sex-
rejecting procedures for children and adolescents are neither safe nor effective” (ECF 59-4);
(ECF 59-5) (same), and because medically necessary transgender health care is “entirely outside
[Secretary Kennedy’s] declaration” (Fraas Decl., Ex. 5).

Defendants make much of the fact that no notices of intent to exclude nor notices to exclude
have been issued in response to these referrals (see, e.g., ECF 73 at 29). The absence of notices of
intent to exclude and notices to exclude has nothing to do with whether the Kennedy Declaration
purports to create a new legal standard of care, but instead, is the result of a stipulation in this case
in which Defendants agreed to refrain from doing so while this motion gets decided. See ECF 43.
They also ignore the HHS General Counsel’s repeated use of the Declaration as a cudgel to bully
providers out of offering transgender health care.!’ Defendants also strain to suggest that the

Secretary’s proclamation will have only the weight that it can bear in any decision HHS-OIG might

13 See Fraas Decl., Exs. 8, 11; id, Ex. 9, Mike Stuart, HHS General Counsel
(@HHSGCMikeStuart), X (Feb. 3, 2026, at 7:46 pm),
https://x.com/HHSGCMikeStuart/status/2018893885791940712; id., Ex. 12, Mike Stuart, HHS
General Counsel (@HHSGCMikeStuart), X, (Jan. 31, 2026 at 1:29 pm),
https://x.com/HHSGCMikeStuart/status/2017711840747516265.
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make regarding those referrals. See ECF 73 at 23. But that reading both contradicts the text of the
Declaration itself and fails to address that HHS-OIG operates under authority delegated by the
Secretary himself, rather than under authority granted independently by Congress. See id. at 14
(citing 76 Fed. Reg. 13618-19); 42 U.S.C. § 1320a-7(b) (granting power of exclusion to “[t]he
Secretary”); see also 5 U.S.C. § 404 (independent “dut[ies] and responsibilit[ies]” of inspectors
general do not include conducting exclusion or debarment proceedings).

To be sure, the Declaration does not exclude any specific provider from federal health care
programs by its terms. But that is because exclusion requires administrative steps to be
accomplished—not because OIG would treat the Declaration as anything other than superseding
the Plaintiff States’ standards of care in those proceedings.!* See Kennedy Decl. § V (interpreting
42 U.S.C. § 1320a-7(b)(6)(B) to allow the secretary to “exclude individuals or entities . . . if the
Secretary determines the individual or entity has furnished or caused to be furnished items or
services to patients of a quality which fails to meet professionally recognized standards of health
care.”). For example, HHS-OIG must individually determine whether a particular provider has
provided the prohibited services. But that does not make the Declaration any less final because, as
Plaintiff States explained in the moving papers, the only thing left for HHS-OIG to do is to
determine as a matter of fact that a provider “[flurnished, or caused to be furnished, to patients”
the prohibited services and begin exclusion proceedings. 42 C.F.R. §§ 1001.701(a)(2), 1001.2001,
1001.2002; see also ECF 32 at 22-23.

Defendants’ attempt to walk back the clear import of the Kennedy Declaration is nothing
more than a post hoc litigation position, transparently taken because the Declaration is indefensible
on its face. The Court need give it no credence in assessing the legality of the action. See Dep  of

Homeland Sec. v. Regents of the Univ. of Calif., 591 U.S. 1, 22 (2020) (holding justifications for

agency action were “impermissible post hoc rationalizations”); Nw. Res. Info. Ctr, Inc. v. Nw.

14 Plaintiff States addressed this argument in their moving papers, see ECF 32 at 22-23,
and Defendants’ opposition offers no meaningful response.
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Power & Conservation Council, 730 F.3d 1008, 1019 (9th Cir. 2013) (same). Instead, this Court

should read the Kennedy Declaration for what it is: a breathtakingly illegal attempt to wrest the
regulation of the practice of medicine away from the states and “vest[] [it] in the HHS Secretary.”
Kennedy Decl. § I.D. And because Defendants make no attempt to defend the terms of the Kennedy
Declaration, but instead rely on their mischaracterization to underlie each and every one of their
arguments, this issue is dispositive of all others. "
B. This Case Is Ripe

The ripeness doctrine has both constitutional and prudential components. Defendants’
arguments on both grounds depend entirely on their assertion that the Kennedy Declaration
represents only the Secretary’s “non-binding opinion.” That assertion is baseless, for the reasons
stated above. Further, to the extent Defendants argue that the Declaration would become ripe only
after HHS-OIG has initiated exclusion proceedings, it is well-established that agency actions are
ripe for purely legal challenges, even if enforcement actions have not yet commenced. Abbott Labs.

v. Gardner, 387 U.S. 136, 151 (1967), overruled on other grounds by Califano v. Sanders, 430

U.S. 99, 105 (1977) (case was ripe for adjudication where challenged regulation was “made

effective upon publication, and the Assistant General Counsel for [the agency] stated in the district

court that compliance was expected”); Freedom to Travel Campaign v. Newcomb, 82 F.3d 1431,

1435 (9th Cir. 1996) (holding facial challenge to regulations ripe for judicial review); Colwell v.

Dep t of Health & Human Servs., 558 F.3d 1112, 1123 (9th Cir. 2009) (finding challenge to policy

guidance ripe where enforcement had never moved beyond a voluntary compliance stage).
1. “The constitutional component of ripeness is synonymous with the injury-in-fact

prong of the standing inquiry.” Twitter, Inc. v. Paxton, 56 F.4th 1170, 1173 (9th Cir. 2022)

15 By relying solely on their argument that the Kennedy Declaration is nothing more than
a”’public[] articulati[on] [of] views” (see ECF 73 at 10), Defendants have waived any argument
that if it does purport to establish a standard of care, binding on HHS-OIG in exclusion
proceedings, it is within the Secretary’s statutory authority and compliant with the law. See
Lykins v. Hohnbaum, No. CIV. 01-63-JO, 2002 WL 32783973, at *3 (D. Or. Feb. 22, 2002)
(holding failure to defend a claim on motion for summary judgment concedes it).
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(quotation omitted). The Kennedy Declaration causes two concrete and imminent harms to the
Plaintiff States’ provider networks, one of which is already being felt. First, providers that refuse
to comply with the Declaration risk exclusion from Medicaid, which would cause an
unprecedented and alarming degree of disruption in the Plaintiff States’ Medicaid provider
networks, particularly in highly specialized areas like pediatric organ transplant, genetic disorders,
and cancers. See ECF 62 99 6-12; Flores-Brennan Suppl. Decl. 99 4-9; Kozak Suppl. Decl. 99 6-
21; Phelan Suppl. Decl. 99 4-6; Marqusee Suppl. Decl. 9 11-20; Connolly Suppl. Decl. qq 3-8;
Fraas Decl., Ex. 30 at 12. Providers that comply with the Declaration remove themselves from the
network of practitioners available to deliver medically necessary transgender health care to State
Medicaid clients, harming the Plaintiff States’ proprietary interest in providing this care as a part
of their Medicaid programs. See, e.g., ECF 33 9 20-23. A number of providers in the Plaintiff
States have already sought to insulate themselves from the risk of exclusion by complying with
the Declaration’s command and ceasing provision of transgender health care to minors, a fact that
Defendants trumpet at every opportunity. See, e.g., ECF 59-6; Fraas Decl., Exs. §, 11, 12, 17, 23.
Defendants cannot claim credit for the Declaration having its intended effects while
simultaneously asserting in this lawsuit that it is merely symbolic. The Declaration harms the
Plaintiff States” Medicaid agencies in “the performance of [their] public function;” the Plaintiff

States have Article III standing to challenge it. See Biden v. Nebraska, 600 U.S. 477, 494 (2023).

The Declaration also injures Plaintiff States’ sovereign interest in the regulation of the
practice of medicine. Medically necessary transgender health care is legal in each of the Plaintiff
States and well within the standards of care under state law, yet the Kennedy Declaration says it
“supersedes” Plaintiff States’ standards. Kennedy Decl. § I.D. This impairs the Plaintiff States’

interest in “the exercise of sovereign power over individuals and entities.” See Alfred L. Snapp &

Son, Inc. v. Puerto Rico, exrel., Barez,458 U.S. 592, 601 (1982). “States have standing to vindicate

their authority as sovereign entities with a governing prerogative that is separate from the federal

government.” Washington v. FDA, 108 F.4th 1163, 1176 (9th Cir. 2024). This is especially potent
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where regulation of the practice of medicine is concerned, which “is primarily, and historically, a

matter of local concern.” Hillsborough Cnty., Fla. v. Auto. Med. Labs., Inc., 471 U.S. 707, 715

(1985) (citing Rice v. Sante Fe Elevator Corp., 331 U.S. 218 (1947)); see also Dent v. West

Virginia, 129 U.S. 114, 122 (1889) (recognizing the state’s powers to regulate medical professions

from “time immemorial”).
2. Plaintiff States’ challenge is also prudentially ripe. Under the doctrine of prudential
ripeness, the Court considers “the fitness of the issues for judicial decision and the hardship to the

parties of withholding court consideration.” Thomas v. Anchorage Equal Rights Comm ’n, 220 F.3d

1134, 1141 (9th Cir. 2000) (en banc). Plaintiff States seek summary judgment arguing that the

Kennedy Declaration exceeds the Secretary’s statutory authority, was issued without required
notice and comment procedures, and is contrary to law. See generally ECF 32. As a general matter,

purely legal challenges such as these are “more likely to be ripe.” Freedom to Travel Campaign,

82 F.3d at 1434; see also Planned Parenthood Great Nw., Haw., Alaska, Ind., Kv. v. Labrador, 122

F.4th 825, 840 (9th Cir. 2024). These purely legal challenges are ripe because they do not depend

on any facts that could be developed in any specific exclusion proceeding brought against a
particular hospital or doctor. Further, withholding judgment would subject Plaintiff States to
serious hardship. Plaintiff States’ Medicaid programs and sovereign interests are being impaired
right now. As HHS itself recognizes “[a]lmost daily, another major hospital system is ending” the
provision of transgender health care to minors, making it more difficult for the Plaintiff States to
maintain adequate provider networks for this care. !

Defendants rely on the administrative remedies available to excluded providers to save
them from the Declaration’s immediate effect. See ECF 73 at 26. But those remedies confirm that
withholding a judgment from the Plaintiff States is untenable. Under HHS’s regulations, excluded
providers do not have a right to a hearing before an ALJ before a notice of exclusion becomes

effective. 42 C.F.R. § 1001.2002(b); see also Erickson v. U.S. ex rel. Dep't of Health & Hum.

16 Fraas Decl., Ex. 9.
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Servs., 67 F.3d 858, 864 (9th Cir. 1995) (holding health care providers not entitled to pre-

deprivation hearing to contest exclusion). Exclusions have a presumptive term of three years, and
“[i]n no case may the period be shorter than 1 year.” 42 C.F.R. § 1001.701(d)(1).

Moreover, exclusion is a harsh penalty that bars a provider from practicing medicine in any
context where they might be, even tangentially, involved in the provision of care to a person
covered by Medicare or Medicaid. See U.S. Dep’t of Health & Hum. Servs. Off. of the Inspector
Gen., Special Advisory Bulletin on the Effect of Exclusion from Participation in Federal Health
Care Programs at 6-7 (May 8§, 2013) (hereinafter Fraas Decl., Ex. 29). A hospital excluded from
federal health care programs would have to close its doors. See ECF 34 q 18 (“I am not aware of
any hospital, for example, that could stay in business without participating in Medicaid and
Medicare.”). Exclusion also has “significant collateral consequences” for providers, such as being
placed on a publicly available list of excluded providers, which creates significant “barriers when
seeking malpractice insurance, admissions to hospitals, and maintaining the practice of medicine,”
even if patients are limited to the privately insured. ECF 35 9§ 34; see also Fraas Decl., Ex. 30 at
11 (declaration of hospital’s chief of medicine, stating that “[a]ll commercial insurance companies
require that the hospital meet conditions of participation in order to be qualified for contracts and
to bill for services.”). The consequences are so severe that “exclusion from participation in federal
health care programs, like those threatened by the Kennedy Declaration, constitutes a de facto bar
on the practice of medicine.” ECF 34 9 19.

Defendants demand that Plaintiff States wait for these exclusion proceedings to run their
course disregards the degree of this threat, which has already coerced providers to cease providing
medically necessary transgender health care to adolescents, and ignores the ongoing injury both to
Plaintiff States’ Medicaid provider networks to provide this care and to their sovereign interest in
the regulation of the practice of medicine. Defendants also completely fail to explain why the pure

questions of law presented in this case require further factual development and cannot be decided
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on this record. There is no serious dispute that this case is ripe, and this Court should adjudicate
the merits of Plaintiff States’ summary judgment motion.
C. The Kennedy Declaration Is Final Agency Action

Defendants’ response to Plaintiff States’ argument that the Kennedy Declaration is final
agency action is that, in their view, the Declaration is merely an opinion that “does not establish
the standard of care,” and a separate administrative process is required to exclude a provider.
ECF 73 at 27-29; but see ECF 32 at 19-23. The Kennedy Declaration purports to do more than
merely express the Secretary’s opinion, for the reasons stated above. Supra § 1IILA. And the
Kennedy Declaration is undoubtedly final agency action.

Finality has two prongs: the consummation of an agency’s decisionmaking process and

legal effect. See Bennett v. Spear, 520 U.S. 154, 178 (1997). The “core question” in determining

finality is “whether the agency has completed its decisionmaking process, and whether the result

of that process is one that will directly affect the parties.” Or. Nat. Desert Ass 'nv. U.S. Forest Serv.,

465 F.3d 977, 982 (9th Cir. 2006) (quoting Indus. Customers of Nw. Utilities v. Bonneville Power

Admin., 408 F.3d 638, 646 (9th Cir. 2005)). In making that determination, the Ninth Circuit

examines “whether the action amounts to a definitive statement of the agency’s position or has a
direct and immediate effect on the day-to-day operations of the subject party, or if immediate

compliance with the terms is expected.” /d. (citation modified) (quoting /ndus. Customers of Nw

Utilities, 408 F.3d at 646).

The Declaration is a definitive statement of the agency’s position because, as argued above,
the Declaration’s plain language shows that it purports to “supersede” all contrary standards of
care. Supra § IIILA. This Court should thus reject Defendants’ arguments that the Declaration is
merely an opinion that does not establish a standard of care. See ECF 73 at 27-29. Moreover, far
from being a “merely tentative” indication of likely future action, the Declaration purports to have

examined evidence, considered the issues, and reached a final decision on the safety and

effectiveness of medically necessary transgender health care for adolescents. Or. Nat. Desert Ass ’'n,
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465 F.3d at 984. Specifically, the Secretary relies on the alleged “comprehensive evidence review

published by [HHS], documented risks of significant harm, markedly weak evidence of benefit,
unfavorable risk-benefit profiles, inadequate existing clinical guidelines, growing international
consensus among countries conducting rigorous evidence reviews, and applicable medical ethics
principles.” Kennedy Decl. § I.A. Based on the Secretary’s alleged consideration of those things,
the Kennedy Declaration purports to establish a binding standard of care by declaring an entire
treatment modality “not to be safe and effective.” Kennedy Decl. §§ 1.D., V. Last, nothing in the
Kennedy Declaration indicates that Defendants intended the Declaration to be “tentative” or

“interlocutory.” Or. Nat. Desert Ass 'n, 465 F.3d at 984. The Declaration contains no conditional,

qualified, or equivocal language. Instead, on its face, it purports to constitute a final and definitive

statement about the professional standard of care, that is, HHS’s “last word on the matter[.]” /d.
The Declaration also has a legal effect. In determining the “legal effect” of agency action,

courts look to “whether the [action] has the status of law or comparable legal force, and whether

immediate compliance with its terms is expected.” /d. at 987 (quoting Ukiah Valley Med. Ctr. v.

FTC, 911 F.2d 261 (9th Cir. 1990)). As argued above, that test is obviously met here, because the

Kennedy Declaration purports to render the exclusion of a provider a foregone conclusion—if a
provider provides medically necessary transgender health care to minors, they have provided care
that falls below the professional standard of care, a determination that HHS-OIG has no discretion
to dispute. Supra § III.LA. Because the Kennedy Declaration predetermines the result of an
exclusion proceeding, it is final agency action. Critically, HHS’s actions after it issued the Kennedy
Declaration demonstrate that it expected hospitals and providers to immediately comply with the
Kennedy Declaration’s determination that the prohibited medical services fall below the standard
of care. See supra § 11 (collecting social media posts of the HHS General Counsel); Fraas Decl.,
Exs. 1-16; id., Ex. 17, HHS Rapid Response (@HHSResponse), X (Jan 18, 2026, at 10:00 am),
https://x.com/HHSResponse/status/2012948103117017172. Thus, the Kennedy Declaration was
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intended to—and did—have an immediate legal effect and constitutes final agency action. See Or:

Nat. Desert Ass 'n, 465 F.3d at 982.

D. The Kennedy Declaration Exceeds the Secretary’s Statutory Authority

Because Defendants do not identify any statute permitting the challenged Declaration,
summary judgment for Plaintiff States is warranted. Additionally, Defendants make no substantive
response to Plaintiff States’ arguments that States have primacy over the regulation of medicine
unless unmistakably overridden by Congress; Congress did not delegate to the Secretary of HHS
the authority to exercise control over the practice of medicine; and Congress went out of its way
to state that no provision of the Social Security Act should be construed as authorizing the
Secretary to exercise such control, see 42 U.S.C. § 1395. ECF 32 at 23-29. Defendants also fail to
respond to, and thus concede, that the Declaration exceeds 42 U.S.C. §§ 1320a-7 and 1320c-5
because those statutes deal with the quality of health care services, rather than the category of care
provided, and thus do not permit exclusion based solely on the provision of medically necessary
transgender health care. ECF 32 at 28-31. These failures justify summary judgment for the Plaintiff
States, for the reasons explained in their motion for summary judgment. See id. at 23-31.

Instead of making any substantive response to the Plaintiff States” motion, Defendants try
to avoid the conclusion that Secretary Kennedy used (much less exceeded) his statutory authority
in issuing the Declaration. Defendants again ask the Court to treat the Declaration like an op-ed
criticizing gender-affirming care penned by an everyday citizen or a position statement from a
professional organization. See ECF 73 at 38 (“The Secretary, just like anyone else, has the right to
share his non-binding opinion on the safety and efficacy[.]”). “But this wolf comes as a wolf],]”

Morrisonv. Olson, 487 U.S. 654, 699 (1988) (Scalia, J., dissenting), and, for substantially the same

reasons as argued above (supra § I111.A), this Court should reject Defendants’ argument.
As described above, the face of the Declaration alone shows that Defendants do not regard
the Declaration as a mere opinion. See supra III.A. The Court should take Secretary Kennedy at

his word—that “this Declaration is a clear directive to providers to follow the science and the
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overwhelming body of evidence that these procedures hurt—not help—children.”!” Indeed,
Defendants apparently tout the Declaration as authoritative in every setting but before this Court.
For example, HHS’s news release on the Declaration ran under the headline that HHS would bar
hospitals from providing gender-affirming care, and announced, “Under the declaration,
practitioners who perform sex-rejecting procedures on minors would be deemed out of compliance
with those standards.”!®

Defendants also make the extraordinary argument that because the Declaration itself does
not cite any specific statutory authority that could empower the Secretary to issue a dispositive

declaration under 42 C.F.R. § 1001.2, see ECF 75 qq 6-7, the Declaration is lawful. But that

argument gets it precisely backwards. Cf. Career Colls. & Schs. of Tex. v. Dep’t of Educ., 98 F.4th

220, 254 (5th Cir. 2024) (“The Department may not justify the Rule by stating that the Higher

Education Act does not foreclose the Department’s approach.”), cert. granted in part sub nom.

Dep’t of Educ. v. Career Colls. & Schs. of Tex., 145 S. Ct. 1039 (2025), and cert. dismissed, 146

S. Ct. 59 (2025). Under DOJ’s theory, all agency action, including agency action that cites no

authority, would be presumed lawful unless the agency made the mistake of affirmatively citing
incorrect legal authority. Instead, because agencies are creatures of statute an agency “must

identify statutory authority for any action it takes,” Nat'l Ass 'n of Broadcasters v. FCC, 39 F.4th

817,819 (D.C. Cir. 2022), and that the “agency’s burden is to establish that its governing statute

enables its regulations,” Career Colleges & Schs. of Tex., 98 F.4th at 254. Where the regulation

of the practice of medicine is concerned, this is doubly true. See Gonzales v. Oregon, 546 U.S.

17°U.S. Department of Health and Human Services, Protecting Children, at 3:50-4:30
(YouTube, Dec. 18, 2025), https://www.youtube.com/watch?v=aY I XfIN6Tt0Q (emphasis added)
(attached as Fraas Decl.,, Ex. 27); see also Fraas Decl., Ex. 13, HHS Rapid Response
(@wHHSResponse), X (Dec. 18, 2025, at 8:35 am), https://x.com/HHSResponse/status/
2001692812534788190 (social media post reflecting the same).

1% Press Release, U.S. Department of Health and Human Services, HHS Acts to Bar
Hospitals from Performing Sex-Rejecting Procedures on Children (Dec. 18, 2025), available at
https://www.hhs.gov/press-room/hhs-acts-bar-hospitals-performing-sex-rejecting-procedures-
children.html (attached as Fraas Decl., Ex. 28); see also Fraas Decl., Exs. 1-17.
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243, 274-75 (2006) (“background principles of our federal system [] belie the notion that Congress
would use [] an obscure grant of authority to regulate areas traditionally supervised by the States’
police power” like the practice of medicine). Defendants’ concession that the Kennedy Declaration
is untethered to any statutory authority is an independent basis to award summary judgment to
Plaintiff States.

The Court should grant summary judgment to Plaintiff States because it is uncontested that
Secretary Kennedy’s Declaration exceeded his statutory authority. No statute grants Secretary
Kennedy authority to unilaterally declare that a treatment modality is not safe and effective and
use that declaration as the basis for exclusion from federal health care programs.

E. The Kennedy Declaration Violates Notice and Comment Requirements

1. The Medicare Act requires notice and comment

Defendants argue that the Kennedy Declaration is exempt from Medicare notice and
comment rulemaking requirements because it “does not ‘establish’ or ‘change’ the ‘substantive

29

legal standard.”” ECF 73 at 34-35. To make this argument, Defendants again rest on the assertion
that the Kennedy Declaration is a “non-binding statement that merely articulates the Secretary’s
policy view [that] cannot establish or change a substantive legal standard.” ECF 73 at 36. But they
ignore the plain language of the Declaration and its unambiguous attempt to establish a substantive
legal standard to exclude providers from Medicare. See supra § 111.A.

Even assuming Defendants correctly characterize the Declaration (they do not), its issuance
would still have violated notice and comment requirements. Defendants are correct that Medicare’s

notice and comment requirements are not coextensive with the Administrative Procedure Act’s

(APA’s)}—Medicare’s are, in fact, far broader. See Azar v. Allina Health Servs., 587 U.S. 566, 573-

79 (2019) (recognizing the Medicare Act requires notice and comment for interpretive rules and
statements of policy that would not be required under the APA). Under the Medicare Act, an agency
is required to conduct notice-and-comment rulemaking when promulgating any “rule, requirement,

or other statement of policy . . . that establishes or changes a substantive legal standard governing
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... the payment for services” or “the eligibility of individuals, entities, or organizations to furnish
...services.” 42 U.S.C. § 1395hh(a)(2). Here, the Declaration clearly establishes eligibility criteria
to “furnish . . . services.” See id. Thus, even accepting Defendants’ characterization of the Kennedy
Declaration as a mere statement of policy, Medicare’s rulemaking requirements still apply.
Defendants attempt to avoid Medicare’s rulemaking requirements by claiming the Kennedy
Declaration does not establish or change a substantive legal standard. Defendants argue that prior
to the Declaration, “individuals and entities were already subject to OIG’s permissive authority to
exclude them from federal healthcare programs if they furnished care falling below ‘professionally

299

recognized standards,”” and that “in the absence of the Declaration, individuals and entities would
still be subject to OIG’s permissive authority to exclude them from [federal health care programs]
if they furnish care falling below ‘professionally recognized standards.”” ECF 73 at 35. This
argument fails because the Declaration purports to establish a treatment modality which, as a legal
matter, HHS-OIG may (indeed, must) exclude providers for furnishing. The Kennedy
Declaration’s statement that gender-affirming medical treatments are “neither safe nor effective”

(13

for adolescents, and that providers of this care “will be deemed not to meet professionally
recognized standards of health care” (Kennedy Decl. §§ 1.D, V) unambiguously declares a legal

standard. See Allina Health Servs. v. Price, 863 F.3d 937, 943 (D.C. Cir. 2017) (Kavanaugh, J.)

(holding HHS action changed ‘““a substantive legal standard” applying to Medicare providers
because it “affect[ed] a hospital’s right to payment”). As thoroughly shown above, the Kennedy
Declaration declares that it establishes a standard of care, superseding all others. See supra § 111.A.

In arguing to the contrary, Defendants rely primarily on Agendia, Inc. v. Becerra, 4 F.4th

896, 900 (9th Cir. 2021), cert denied, 142 S. Ct. 898 (2022). But that reliance is misplaced. In

Agendia, the Ninth Circuit concluded that Medicare administrative contractors (“MACs”) could
make so-called “local coverage determinations,” i.e., determinations about whether Medicare
would pay for the services in a particular geographic area, without going through notice-and-
comment rulemaking. In explaining why local coverage determinations did not establish or change
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a substantive legal standard, the court explained that a local coverage determination “governs only
the issuing MAC’s claims adjudications” and “is not binding at the higher levels of administrative
review conducted by the qualified independent contractor, an ALJ, or the [Medicare Appeals]
Council.” /d. at 898. Here, by contrast, the Kennedy Declaration purports to apply nationwide and
in higher levels of administrative review. See supra § 1I1.A. In Agendia, moreover, the statute itself
created a special notice-and-comment process just for national coverage determinations that was
less imposing than for the broader Medicare rulemaking process. 4 F.4th 896, 901-02. Accordingly,
the Ninth Circuit reasoned that Congress excluding national coverage determinations from
Medicare rulemaking under § 1395hh and creating a separate, less burdensome notice-and-
comment process was evidence that it did not intend local coverage determinations to be subject
to the ordinary Medicare rulemaking requirements. /d. at 900. There is no comparative statutory
scheme here, where the Kennedy Declaration seeks to subject providers of medically necessary

transgender health care to adolescents to exclusion without any legal authority whatsoever.
2. The APA requires notice and comment

Defendants contend that the Kennedy Declaration is likewise not subject to the APA’s
rulemaking requirements because it falls within the “general statement of policy exception,” which
applies to “statements issued by an agency to advise the public prospectively of the manner in
which the agency proposes to exercise a discretionary power.” ECF 73 at 30 (quoting Lincoln v.

Vigil, 508 U.S. 182, 197 (1993)). Defendants assert that the Kennedy Declaration falls under this

exception because it “operate[s] only prospectively,” “does not evaluate past conduct, make
findings about any specific entity or provider, apply facts to a regulatory standard, or trigger any
enforcement consequences.” ECF 73 at 31-32.

But whether a federal agency’s directive is subject to APA notice-and-comment
requirements does not depend on whether the directive is prospective, nor if it concerns future

exercise of the agency’s discretionary power. Mada-Luna v. Fitzpatrick, 813 F.2d 1006, 1013 (9th

Cir. 1987). Indeed, nearly all federal rulemakings operate prospectively. Rather,
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“[t]he critical factor to determine whether a directive announcing a new policy
constitutes a rule or a general statement of policy is the extent to which the
challenged directive leaves the agency, or its implementing official, free to exercise
discretion to follow, or not to follow, the announced policy in an individual case.”

Id. (citation modified). Only when a directive merely provides officials with guidance “while
preserving their flexibility and their opportunity to make ‘individualized determination[s],” [does]
it constitute[] a general statement of policy” exempt from APA notice-and-comment requirements.
1d.

Here, the Kennedy Declaration’s mandatory language is a “powerful indication” that it
purports to create a substantive legal standard, and is not merely guidance that leaves the discretion

of agency officials intact. See Alaska v. Dept of Transp., 868 F.2d 441, 446 (D.C. Cir. 1989)

(quoting Cmty. Nutrition Inst. v. Young, 818 F.2d 943, 947 (D.C. Cir. 1987)). As discussed in

Plaintiff States’ motion for summary judgment, courts have repeatedly found rules that have such
an effect are legislative rules subject to notice-and-comment requirements. See ECF 32 at 36;

Hemp Indus. Ass'n v. DEA, 333 F.3d 1082, 1084, 1088 (9th Cir. 2003) (DEA rule banning sale of

particular hemp products was legislative because “the rule would force plaintiffs either to risk

sanction or to forego the theretofore legal activity”); Am. Mining Cong. v. Mine Safety & Health

Admin, 995 F.2d 1106, 1112 (D.C. Cir. 1993) (a rule is legislative when “in the absence of the rule

there would not be an adequate legislative basis for enforcement action . . .”); Alaska, 868 F.2d at

445-47 (concluding that purported agency policy statement was a legislative rule, in part, because
of binding nature of rule—which purported to “set forth bright-line tests to shape and channel
agency enforcement”—and its impact on downstream agency discretion).

Defendants’ claim that the Kennedy Declaration does not “establish a binding norm” or is
not “finally determinative of the issues or rights it addresses” (ECF 73 at 32) ignores the plain
language of the Declaration. Nothing in the text of the Declaration supports Defendants’ claim that
“OIG is ‘free to exercise discretion to follow, or not to follow, the announced policy in an

individual case.”” See ECF 73 at 32. Rather, the Declaration predetermines that a provider will be
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deemed to fall below the standards of care if they offer transgender health care to minors. Kennedy
Decl. § V. And while the OIG ordinarily may consider various factors in determining whether a
provider has failed to meet the professionally recognized standards of care, the Kennedy
Declaration, by its terms, “supersedes” those factors. Kennedy Decl. § 1.D.

Defendants also cannot accurately characterize the Kennedy Declaration as just a general
statement of policy by arguing that “[b]efore the Declaration was issued, Congress had already
empowered OIG to exclude providers for furnishing services that fail to meet professionally
recognized standards of care.” ECF 73 at 32. This argument ignores the nature of the Kennedy
Declaration as compared to other sources of “professionally recognized standards of care.”
Without the Kennedy Declaration, OIG would have to consider exclusion for failure to meet
professionally recognized standards of care by examining “Statewide or national standards of care,
whether in writing or not, that professional peers of the individual or entity whose provision of
care is at issue, recognize as applying to those peers practicing or providing care within a State.”
42 C.F.R. § 1001.2. That is wholly different in nature from the Secretary of HHS declaring that
gender-affirming medical care is categorically grounds for exclusion. And that is borne out by the
fact that OIG has never excluded a provider for provision of gender-affirming medical care, or for
provision of a specific type of care in general. See ECF 59-1. Prior to the Kennedy Declaration,
neither CMS nor OIG had made a determination that these services warrant exclusion or that they
fail to meet the requirements for reimbursement. Rather, CMS’s historical reimbursement of this
care is indicative that CMS previously considered that this care met the professionally recognized
standards of care. The Kennedy Declaration is a stark departure from that practice.

F. The Kennedy Declaration Is Contrary to the Medicaid Act

Defendants also do not meaningfully respond to Plaintiff States’ claims that the Kennedy

Declaration violates the Medicaid Act. Because Defendants’ failure to contest this issue renders it

undisputed, summary judgment for the States on this point is appropriate.
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1. The Kennedy Declaration is contrary to the federally approved Medicaid and
Children’s Health Insurance Program (CHIP) plans of the Plaintiff States

Rather than responding to Plaintiff States’ arguments that the Kennedy Declaration violates
the terms of federally approved state Medicaid and CHIP plans that provide for transgender health
care, see ECF 32 at 40-42, Defendants simply dance around the issue, arguing that “Plaintiffs’
claim rests on a misunderstanding of the purpose and effect of the Kennedy Declaration.” ECF 73
at 40-41. Not so. See supra § 111.A. Instead, recognizing the very real purpose and impact of the
Kennedy Declaration, Plaintiff States find themselves with no way to reconcile their Medicaid and
CHIP plans, which provide coverage for gender-affirming care, with the Kennedy Declaration’s
newfound determination that providers of such care are now subject to exclusion from federal
health care programs for providing such care. By unilaterally declaring that these covered services
in Plaintiff States no longer meet professionally recognized standards, the Kennedy Declaration is

contrary to the federally approved Medicaid and CHIP plans of the Plaintiff States.

2. The Kennedy Declaration is contrary to the Medicaid Act’s free choice of
provider requirement

Defendants’ sole argument that the Kennedy Declaration is not contrary to the Medicaid

Act’s free choice of provider provision relies on a misreading of Medina v. Planned Parenthood

South Atlantic, 606 U.S. 357 (2025). But Medina does not control here and instead supports

Plaintiff States’ position. Medina involved whether Medicaid beneficiaries could bring a class
action against state officials under 42 U.S.C. § 1983 for their purported failure to comply with the
free choice of provider provision, 42 U.S.C. § 1396a(a)(23)(A), by not allowing Planned
Parenthood to participate in the State’s Medicaid program. /d. Here, Plaintiff States are not private
individuals asking the court to recognize an implied private right of action against state officials
to enforce federal law. Instead, plaintiffs are States suing the federal government under the
Administrative Procedure Act (APA)—a statute that expressly provides a cause of action—to
enforce their rights under federal law. See ECF 28 at 28-35 (listing causes of action); Biden v.

Missouri, 595 U.S. 87, 92 (2022) (States brought APA lawsuit to challenge HHS interim final
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rule). Defendants’ protest that the “free-choice-of-provider provision does not impose any duties
on the federal government” (ECF 73 at 41) ignores their general duty to conform their actions to
congressional mandates, and the cause of action granted under the APA for failure to do so.
Moreover, in determining that Congress did not create an individually enforceable right
against state officials in that provision, the Supreme Court recognized the important role that
Congress gave the states in determining which providers are qualified to furnish services under
Medicaid, and observed that if 42 U.S.C. § 1396a(a)(23)(A) conferred an individually enforceable
right against the States, it would eviscerate the control over providers that the statute plainly vested

with the states. Medina, 606 U.S. at 379; see also id. at 364 (recognizing that “[t]he provision does

not define the term ‘qualified,” perhaps because States have traditionally exercised primary
responsibility over ‘matters of health and safety,” including the regulation of the practice of
medicine”). Here, as Plaintiff States have demonstrated, the Kennedy Declaration usurps the
States’ authority to determine which providers are qualified to provide Medicaid services. And
their appeal to the general exclusion authority in 42 U.S.C. § 1320a-7 cannot save them because,
as Defendants effectively concede, the Kennedy Declaration exceeds the Secretary’s authority
under that statute. See supra I11.D.

As noted above, the Kennedy Declaration’s mass disqualification of pediatric providers in
Plaintiff States will also have a devasting impact on States’ ability to maintain adequate provider
networks, particularly in medically complex areas. For instance, disqualification of Children’s
Hospital Colorado would prevent Colorado (and states in the surrounding region) from
determining that the more than 3,000 pediatric specialists at Children’s Hospital Colorado are
qualified to treat Medicaid or Medicare patients—impeding Colorado’s ability to effectively
operate a Medicaid system. See Flores-Brennan Suppl. Decl. 9 4-9; see also infra § 1I1.H.3. When
viewed in this context, there is simply no way to read a Declaration that is being used a basis to
disqualify scores of major hospitals and their thousands of providers of pediatric care “in harmony”
with a state’s ability to run a functioning Medicaid system. ECF 73 at 33. Nor is there a way to
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read a Declaration that deems transgender health care as not meeting professionally recognized
standards “in harmony” with state laws that declare just the opposite. /d.; see also ECF 32 at 12-
13. By attempting to hijack the Plaintiff States’ ability to determine whether hospitals and
providers are qualified to provide Medicaid services within their borders, the Kennedy Declaration
is contrary to the free choice of provider requirement.
G. Defendants’ Arguments Still Lack Merit Under Their Post Hoc Litigation Position
Plaintiff States would still be entitled to summary judgment even if this Court were to reject
the evidence of its eyes and ears—the plain text of the Kennedy Declaration and HHS’s referrals
of hospitals and health centers for violating the Declaration—and accept only the legal arguments
of Defendants. As Defendants would have it, the Kennedy Declaration is just one opinion of many,
which HHS-OIG may consider in exercising its discretionary authority in making case-by-case
decisions about exclusion actions. See ECF 73 at 33 (“The Declaration does not trigger exclusion
because it is not dispositive of the standard of care applicable in OIG exclusion proceedings and
is instead only one piece of information OIG may consider.”); ECF 75 q 10 (“[TThe Declaration is
only one factor that OIG may consider in any exclusion proceeding.”). But, even if the Kennedy
Declaration isn’t “dispositive” in an exclusion proceeding (but see supra § I111.A), Defendants
never point to where Congress has given the Secretary the power to make a per se finding about
treatment modalities to influence the professionally recognized standards under which exclusions
are judged. Neither 42 U.S.C. § 1395 nor 42 U.S.C. §§ 1320a-7 and 1320c-5 give the Secretary
that power. And a non-dispositive Declaration still would need to go through rulemaking because
it would change substantive legal standards for providers’ eligibility to participate in the Medicaid
and Medicare programs if they provide transgender health care. See supra § 1IL.LE. Even under the

most charitable view of Defendants’ arguments, Plaintiff States are entitled to summary judgment.
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H. Plaintiff States Are Entitled to the Full Suite of Remedies
1. The Court should hold the Kennedy Declaration unlawful and set it aside

This Court should vacate the Kennedy Declaration because the APA directs that a
“reviewing court shall . . . hold unlawful and set aside agency action” found to be unlawful.
5 U.S.C. § 706(2). “The Federal Government and the federal courts have long understood § 706(2)

to authorize vacatur” of an unlawful agency action. Corner Post, Inc. v. Bd. of Governors of Fed.

Rsrv. Sys., 603 U.S. 799, 826-27 (2024) (Kavanaugh, J., concurring); see also Mont. Wildlife Fed'n

v. Haaland, 127 F.4th 1, 50 (9th Cir. 2025) (vacatur is the “default remedy under the APA”). “When

a federal court sets aside an agency action, the federal court vacates that order in much the same

way that an appellate court vacates the judgment of a trial court.” Corner Post, Inc., 603 U.S. at

830 (Kavanaugh, J., concurring). The vacated “agency action is treated as though it had never

happened.” Griffin v. HM Fla.-ORL, LLC, 144 S. Ct. 1, 2 n.1 (2023) (Kavanaugh, J., respecting

denial of stay). This means the parts of the agency action held unlawful are vacated as a whole—

“not that their application to the individual petitioners is proscribed.” Nat’l Mining Ass’n v. U.S.

Army Corps of Eng’rs, 145 F.3d 1399. 1409 (D.C. Cir. 1998); see also Corner Post, Inc., 603 U.S.

at 830-31 (Kavanaugh, J., concurring) (collecting cases affirming decisions that “vacated the
challenged agency rules rather than merely providing injunctive relief . . . [for] the specific
plaintiffs”).!° This traditional APA remedy is appropriate here.

While courts “retain[] equitable discretion in limited circumstances to remand a decision

without vacatur while the agency corrects its errors,” Mont. Wildlife Fed'n, 127 F.4th at 50, those

“limited circumstances” are not met here. In deciding whether to deviate from the usual remedy of
vacatur, courts consider two factors: (1) “how serious the agency’s errors are,” and (2) “the

disruptive consequences of an interim change that may itself be changed.” Cal. Cmtys. Against

19 See also Trump v. CASA, Inc.. 606 U.S. 831,847 n.10 (2025) (stating that “[n]othing” in
that decision “resolves the distinct question whether the Administrative Procedure Act authorizes
federal courts to vacate federal agency action”); Nat. Grocers v. Rollins, 157 F.4th 1143, 1170 (9th
Cir. Oct. 31, 2025) (holding Ninth Circuit precedent regarding vacatur of unlawful agency action
is reconcilable with intervening Supreme Court precedent).
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Toxics v. EPA, 688 F.3d 989, 992 (9th Cir. 2012) (quoting Allied-Signal, Inc. v. U.S. Nuclear

Regul. Comm’n, 988 F.2d 146, 150-51 (D.C. Cir. 1993)). Here, both factors support vacatur.

First, as described above, the Kennedy Declaration wholly lacks any statutory authority,
and Defendants have identified none. The Secretary of HHS simply does not have the power to
override the standards of care applicable in the Plaintiff States by declaration or otherwise. The
power to exclude providers in 42 U.S.C. §§ 13201-7(b)(6)(B) and 1320c-5(a)(2) does not extend
to a general prohibition on the practice of medically necessary transgender health care for
adolescents. As described in Plaintiff States’ motion, HHS has no authority to dictate the content
of “professionally recognized standards of health care.” See ECF 32 at 20. Moreover, the statute
permits the Secretary only to exclude providers for providing services that fail to meet a standard
of quality, not for providing a certain category of medical services. /d. at 21. Because the Secretary
has no authority to issue the Kennedy Declaration, or anything like it, the Secretary’s failure to act
within his statutory authority is a “fundamental flaw[]” that cannot be corrected on remand. Nat.

Grocers, 157 F.4th at 1170 (quoting Pollinator Stewardship Council v. EPA, 806 F.3d 520, 532

(9th Cir. 2019)).

And there can be no dispute that the Declaration itself is massively disruptive, causing
providers and provider systems across the country to change their practices, degrading the Plaintiff
States’ Medicaid provider networks, and infringing on Plaintiff States’ sovereign right to regulate
the practice of medicine. See supra § 1I; see also ECF 32 at 17-19. Vacating the Declaration, and
making it clear that the Secretary cannot arrogate for himself the power to regulate medicine in the
United States, would ease this disruption, not cause more of it. There is no basis to except the

Declaration from the “default remedy” under the APA. Mont. Wildlife Fed'n, 127 F.4th at 51-52.

2. The Court should issue a declaratory judgment

Plaintiff States’ requested declaratory relief is appropriate because this case presents an
“actual controversy,” thus vesting the Court with discretion to declare the parties’ rights. 28 U.S.C.

§ 2201; see, e.g., Washington v. Dep’t of Transp., No. 2:25-CV-00848-TL, 2026 WL 183584, at
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*26 (W.D. Wash. Jan. 23, 2026) (“In recent cases involving APA violations by executive agencies

of the current administration, courts have granted declaratory relief without finding the need for
extensive explanation.”). Declaratory relief is appropriate where an agency expresses an intent to

effectuate the same unlawful policy by some other means. See Becerra v. Dep’t of Interior, 276 F.

Supp. 3d 953, 960 (N.D. Cal. 2017) (holding declaratory relief was available where the likelihood

that the agency was going to repeat its unlawful action through another mechanism was “not

remote”); Mansor v. Citizenship & Immigr. Servs., 685 F. Supp. 3d 1000, 1015 (W.D. Wash. 2023)
(accepting argument that vacatur of agency action “would only address Defendants’ current policy,
whereas a declaratory judgment could affirmatively establish their rights.”).

Here, in their revisionist account of the Declaration, Defendants insist that they maintain
the authority to exclude providers from federal health care programs for the provision of medically
necessary transgender health care to adolescents even if the Declaration is set aside. ECF 73 at 21
(“[E]ven in the absence of the Declaration, providers would still be subject to OIG’s permissive
authority to exclude them from [federal health care programs] if they furnished care falling below
professionally recognized standards.”). Because of this, and in light of Defendants’ expansive
overreach that is wholly untethered from the governing statutes, this Court should enter declaratory
judgment to clarify that Defendants lack the authority to establish superseding standards of care to
exclude providers from federal health care programs. This declaratory relief would alleviate the

significant uncertainty caused by their conduct. See Bilbrey by Bilbrey v. Brown, 738 F.2d 1462,

1470-71 (9th Cir. 1984) (declaratory judgment appropriate to afford relief from uncertainty).

3. The Court should enjoin defendants from enforcing, implementing, or relying
on the Kennedy Declaration

Defendants should be enjoined from enforcing, implementing, giving effect to, or relying
on the Kennedy Declaration—or a materially similar policy which supersedes or purports to

supersede the professionally recognized standards of care that exist in the Plaintiff States—against
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any provider in the Plaintiff States. See 5 U.S.C. § 703 (authorizing actions for “prohibitory or
mandatory injunction” in addition to vacatur).

In APA cases, once a court concludes that a “rule was indeed illegal,” there is “no separate
need to show irreparable injury, as that is merely one possible ‘basis for showing the inadequacy

of the legal remedy.”” Nat 'l Min. Ass’n, 145 F.3d at 1409 (quoting 11A Wright & Miller’s Federal

Practice & Procedure § 2944 (3d. ed. 1995)); see also Illinois v. FEMA, 801 F. Supp. 3d 75, 97

(D.R.I. 2025) (same). Indeed, given the “broad discretion in awarding injunctive relief” available
to district courts, “express findings as to the elements necessary for a permanent injunction” are

unnecessary to enjoin implementation of an illegal rule. Nat’/ Min. Ass’n, 145 F.3d at 1408. As

argued above, the Secretary of HHS does not have any legal authority to supersede the standards
of care applicable in the Plaintiff States, and imposing such a standard of care via administrative
fiat impairs the Plaintiff States’ Medicaid provider networks as well as the Plaintiff States’
sovereign interests in regulating the practice of medicine, and an injunction against it is entirely
appropriate.

Applying the familiar test for injunctive relief yields the same result. eBay [nc. v.

MercExchange, LLC, 547 U.S. 388, 391 (20006) (setting out the test for permanent injunction). The

Plaintiff States are likely to suffer (and, in fact, many have already begun to suffer) irreparable
injury to their proprietary interests in operating a viable Medicaid provider network. For instance,
as the number of providers providing gender-affirming care continues to dwindle due to mounting
fear of exclusion from federal health care programs, it is becoming increasingly difficult for
Plaintiff States to provide such care to Medicaid patients in their states, notwithstanding their
obligations to provide such medically-necessary care under state law and to maintain an adequate
network of providers to meet the needs of enrollees under federal law. See, e.g., ECF 33 9 19-22
(discussing the Kennedy Declaration’s irreparable damage to [Oregon Health Plan]’s network of
medical providers; explaining that “even before [exclusion] occurs, some providers will likely
choose to cease participating in those programs based on this threat,” which will “make it very
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difficult if not impossible for OHP to find health care providers willing to provider gender
affirming care to OHP clients”); ECF 34 9 17-18, 21-22; ECF 39 9 13-16; ECF 40 9 18-19;
ECF 41 99 19-22; ECF 42 9 18-22; ECF 44 99 8-10; ECF 45 99 17-19; ECF 46 9 25-28; ECF 47
99 18-22; ECF 48 99 17-21; ECF 49 9] 14-20; ECF 50 49 12-13; ECF 51 99 19-22; ECF 53 9 16-
19; ECF 54 9 16-19; ECF 55 99 20-23; ECF 56 q9 17-20; ECF 57 9 16-19; ECF 58 99 16-19;
see also Fraas Decl., Ex. 30 at 19 (recognizing that there were “limited options for alternate
providers offering gender affirming care” in Colorado if Children’s Hospital Colorado stopped
providing such care).

These proprietary harms would be radically compounded if major providers of pediatric
care in Plaintiff States are excluded from Medicaid and Medicare due to their provision of gender
affirming care as Plaintiff States’ would be unable to run a functioning Medicaid system. To date,
at least 13 major hospitals have been referred to HHS OIG for potential exclusion from Medicaid
and Medicare. Supra § II. If exclusion occurred, these hospitals could not treat any patients
enrolled in Medicaid or Medicare—not just minor patients receiving transgender health care. And
in these specialized hospitals often provide pediatric services that no other hospital in their state
can provide. For instance, in Washington, Seattle Children’s Hospital (referred for exclusion on
December 26, 2025) is the only hospital in the state approved to provide pediatric organ
transplants. ECF 62 q 7. In Colorado, if Children’s Hospital Colorado is excluded (referred on
December 30, 2025), “[t]here is no other facility for pediatric Medicaid patients to receive certain
care like heart and bone marrow transplants or neurosurgery.” Fraas Decl., Ex. 30 at 12. And in
Pennsylvania, if Children’s Hospital of Philadelphia is excluded (referred on January 15, 2026),
“some of Pennsylvania’s most complex patients who are children and youth suffering a myriad of
complex conditions, including pediatric genetic disorders and cancers, will have reduced access,
and in some instances no access, to the treatment they need.” Kozak Suppl. Decl. 4 21. There can
be no doubt that exclusion of major pediatric hospitals would result in “potentially devastating
public impact on public care” to patients in their regions and undermine impacted states’ ability to
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run a functioning Medicaid system. Fraas Decl., Ex. 30 at 21; see also, e.g., ECF 62 q 12
(explaining there would be no way to timely provide specialized care to many medically-
complicated Medicaid patients in Washington if Seattle Children’s Hospital was excluded); Flores-
Brennan Suppl. Decl. § 9 (“If CHCO is lost as a Medicaid provider, some of Colorado’s most
complex patients who are children and youth suffering a myriad of complex conditions will have
no other access to the treatment they need.”); Connolly Suppl. Decl. | 6-8 (explaining that
because Children’s Minnesota is a regional provider of specialized pediatric care, “there is no other
facility or group of facilities that could take its place” and it would “undermine the state’s pediatric
healthcare system”); Phelan Suppl. Decl. q 5 (explaining that if Lurie’s Children’s was unable to
serve Medicaid patients, “some of Illinois’s children and youth suffering a myriad of complex
conditions may have no other access to the treatment they need”); Kozak Suppl. Decl. 9 17, 20-
21 (exclusion of Children’s Hospital of Philadelphia would “undermine the state’s pediatric
healthcare system in southeastern Pennsylvania . . . , where almost half a million children enrolled
in Medicaid and CHIP reside” and leave some children with “complex conditions” with no or
reduced access to the treatment they need); Marqusee Suppl. Decl. § 18 (“If Boston Children’s
Hospital were no longer able to care for Medicaid clients, MassHealth would lose a trusted partner
and provider for some of the highest acuity and most vulnerable pediatric patients in the
Commonwealth.”).

In addition, the impairment of the Plaintiff States’ government interest in regulating the

practice of medicine is straightforwardly irreparable injury. Cf. Trump, 606 U.S. at 859 (holding

that the improper intrusion “on a coordinate branch of Government” constitutes irreparable harm

(quoting INS v. Legalization Assistance Project of L.A. Cnty. Fed’n of Labor, 510 U.S. 1301, 1306

(1993) (O’Connor J., in chambers) (internal quotation marks omitted))). Here, as described above
(supra § 111.B.1), the Kennedy Declaration infringes on the States’ right to regulate the practice of
medicine—including setting and enforcing the standards of care for physicians and hospitals

within their states, a prerogative they have enjoyed since “time immemorial.” Dent, 129 U.S. at
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122. And the balance of equities and public interest clearly favor an injunction here, where the
Secretary’s Declaration has no grounding in lawful authority whatsoever. See Washington v.

Trump, 145 F.4th 1013, 1037 (9th Cir. 2025) (holding injunctive relief served the public interest

where it enjoined government action that was “beyond its authority”).

Accordingly, the Court should enjoin Defendants and their officers, agents, servants,
employees, and attorneys, including those at HHS-OIG, from enforcing, implementing, giving
effect to, or relying on the Kennedy Declaration—or a materially similar policy which supersedes
or purports to supersede the professionally recognized standards of care that exist in the Plaintiff
States—against any provider in the Plaintiff States.

IV.  CONCLUSION

The Court should grant summary judgment to the Plaintiff States, deny Defendants’ motion
to dismiss, hold the Kennedy Declaration unlawful and set it aside, and enter a permanent
injunction.

DATED this 24th day of February 2026.
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SUPPLEMENTAL DECLARATION OF ADELA FLORES-BRENNAN

I, Adela Flores-Brennan, declare as follows:

1. I am over 18 years of age, competent to testify, and make this declaration based
on my personal knowledge.

2. I am the Medicaid Director for the Colorado Department of Health Care Policy
and Financing (HCPF). This declaration incorporates and supplements my declaration dated
December 29, 2025, submitted as ECF # 40.

Children’s Hospital Colorado

3. I am aware that on December 30, 2025, the official Department of Health and
Human Services (HHS) X account posted to the social media platform X an announcement that
HHS General Counsel Mike Stuart referred Children’s Hospital Colorado (CHCO) to the HHS
Office of Inspector General “for failure to meet recognized standards of health care per the
@HHSGov @SecKennedy declaration that sex-rejecting procedures for children and adolescents
are neither safe nor effective ....”

4. CHCO is the premier children’s hospital in Colorado and the Rocky Mountain
Region for pediatric services. It is recognized as one of the top ten children’s hospitals in the
country for cardiology and heart surgery, diabetes and endocrinology, pulmonology and lung
surgery, cancer treatment, and in treating gastroenterology and gastronomic issues. CHCO
provides comprehensive pediatric care in Colorado at its hospital on Anschutz Medical Campus
and at several locations throughout the region. It is 100% dedicated to caring for kids at all ages
and stages of growth, with more than 3,000 pediatric specialists and more than 8,000 full-time
employees helping to carry out CHCO’s mission. CHCO is the only dedicated Level 1 trauma

center in the region, handling the most challenging emergencies, and CHCO offers emergency

SUPPLEMENTAL DECLARATION
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and urgent care at multiple locations, as well as numerous specialty care centers and clinics. It is
also at the forefront of research in childhood disease with several nationally and internationally
recognized medical and surgical programs. Together, with its partners, CHCO is responsible for
virtually all of the pediatric research published in the Rocky Mountain region for at least a
decade. Further, CHCO provides treatment to many Medicaid members who are following
specific existing treatment pathways, such as treatment for cancer or neurological disorders. The
timing of much of the care that CHCO provides is critical to the growth and development of
children and youth with special health care needs such as autism spectrum disorder, cerebral
palsy, type I diabetes, and heart disease.

5. As one specific example, CHCO is the only hospital in Colorado approved to
provide pediatric organ transplants. If a child on Medicaid needed an organ transplant, and
CHCO were excluded from that program, there would be no provider in Colorado capable of
providing them with this medically necessary care.

6. In state fiscal year 2025, CHCO served 6,367 Medicaid members in an inpatient
setting and received over $162 million in reimbursement for those members demonstrating the
critical role they play in serving Colorado’s pediatric population. CHCO served 113,346
Medicaid members in outpatient settings throughout Colorado, receiving over $175 million in
reimbursement. In state fiscal year 2025, CHCO saw 114,373 unique Medicaid members total.

7. Colorado’s Medicaid program (HCPF) relies on CHCO to provide this important
care and would likely be unable to provide it in a timely way if CHCO were no longer able to
care for Medicaid members. Federal law, including Early and Periodic Screening, Diagnostic,
and Treatment, requires that HCPF provide for timely treatment of members age 21 and younger.

If CHCO were unable to provide care to Medicaid members, HCPF’s ability to comply with

SUPPLEMENTAL DECLARATION
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these laws would be jeopardized. HCPF would likely need to send members out of state for
necessary care, resulting in high transportation costs and out-of-state hospital rates. Moreover,
necessary and critical care would likely be delayed since CHCO is a regional medical facility. If
access to it were lost, there is no other facility or group of facilities that could take its place.

8. Moreover, Colorado’s Medicaid provider network relies on CHCO for other
purposes. CHCO works with the University of Colorado School of Medicine to offer pediatric
medical training programs including advanced practice student, medical student, residency, and
fellowship programs, and internships. The training programs send medical providers to staff
hospitals and clinics throughout the state of Colorado providing specialized pediatric care that
would otherwise be unavailable. If CHCO were unable to continue operating and providing care
to Medicaid members, it would undermine the state’s pediatric healthcare system.

9. If CHCO is lost as a Medicaid provider, some of Colorado’s most complex
patients who are children and youth suffering a myriad of complex conditions will have no other
access to the treatment they need. It would not be possible for Colorado to cover all of the care
that CHCO provides to Medicaid members using state only funds.

Denver Health

10. I am aware that in response to the “Declaration of the Secretary of the Department
of Health and Human Services Re: Safety, Effectiveness, and Professional Standards of Care for
Sex-Rejecting Procedures on Children and Adolescents,” as well as to the various posts on the
official HHS X account announcing that HHS General Counsel Mike Stuart has referred a
number of hospitals and institutions to the Office of Inspector General “for failure to meet
professional recognized standards of health care,” Denver Health made the decision in early

January 2026 to suspend gender affirming care to youth.
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11.  Denver Health is Colorado’s primary safety-net health system having been in
operation since 1860. As a comprehensive, integrated health system, Denver Health provides
hospital and emergency care to its patients and promotes continuity of care, assuring that health
care is delivered in the most efficient, cost-effective setting. Denver Health cares for nearly 25%
of Denver’s population annually, delivering one in three babies in the Denver-area, and
providing care to particularly vulnerable populations like people experiencing poverty,
uninsured, pregnant teens, substance use issues, victims of violence and the unhoused
population. Denver Health is nationally recognized for their high-quality Emergency and Clinical
Care, Diabetes, Maternity, and Primary Care, Paramedic Services, and Nursing Staff.

12. In state fiscal year 2025, Denver Health served 10,748 Medicaid members in an
inpatient setting and received over $104 million in reimbursement for those services. Denver
Health served 112,046 Medicaid members in outpatient settings throughout the Denver Metro
Area and Winter Park, receiving over $182 million in reimbursement demonstrating the critical
role they play in serving Colorado’s population. In state fiscal year 2025, Denver Health saw
112,183 unique Medicaid members total.

13. HCPF relies on Denver Health to provide this care and would likely be unable to
provide it in a timely way if Denver Health were no longer able to care for Medicaid members.
Federal law, including Early and Periodic Screening, Diagnostic, and Treatment, requires that
HCPF provide for timely treatment of adult members, as well as members age 21 and younger. If
Denver Health were unable to provide care to Medicaid members, HCPF’s ability to comply
with these laws would be jeopardized. HCPF would likely need to send members out of state for
necessary care, resulting in high transportation costs. Moreover, necessary and critical care

would likely be delayed since Denver Health is a regional medical facility and the only Level I
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Trauma Center in the City and County of Denver. If access to it were lost, there is no other
facility or group of facilities that could take its place.

14.  Moreover, Colorado’s Medicaid provider network relies on Denver Health for
other purposes. Denver Health is part of Denver Health and Hospital Authority (DHHA). DHHA
is an integrated health care system which includes the hospital and several other pieces that are
dependent upon the hospital. DHHA runs: Denver Health Medical Plan, a nonprofit health
insurance plan; Rocky Mountain Poison and Drug Center, which handles more than 40,000 calls
related to poisoning emergencies each year; Denver Health Paramedic Division, which provides
911 Advanced Life Support, Emergency Medical Services and ambulance transportation to the
City and County of Denver, Denver International Airport, as well as several surrounding cities
and counties; EMS Education Department which trains paramedics, EMTs, and first responders;
Public Health Institute at Denver Health, which works with the Denver Department of Public
Health and Environment to oversee medical investigations and disease control; Correctional Care
Medical Facility, providing inpatient and outpatient care for justice involved populations through
a guarded and locked unit within the hospital; Winter Park Medical Center, which provides
emergency, urgent care, sports medicine and primary care at the base of Winter Park Resort; a
hospital-based Federally Qualified Health Center, which is the 8th largest in the country by
patient volume; and 19 School Based Health Centers, which provide healthcare access to the
nearly 90,000 children in the Denver Public School system. If Denver Health were unable to
continue operating and providing care to Medicaid members, it would undermine the state’s
healthcare system and the Denver Metro area’s emergency response system.

15. If Denver Health is lost as a Medicaid provider, some of Colorado’s most

vulnerable and disenfranchised patients suffering from multifaceted healthcare challenges will
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have no other access to the treatment they need. It would not be possible for Colorado to cover
all of the care that Denver Health provides to Medicaid members using state only funds.
I declare under penalty of perjury under the laws of the United States of America that the

foregoing is true and correct.

EXECUTED this 23rd day of February, 2026.

W%\_\

Adela Flores-Brennan
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