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February 17, 2026 

Submitted via www.regulations.gov 
 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
P.O. Box 8016 
Baltimore, MD 21244–8016 
 
Re: CMS–3481–P 
 
Dear Dr. Mehmet Oz, 
 
The twenty-five undersigned organizations write on behalf of the HIV Health Care Access 
Working Group (HHCAWG) in opposition to the Centers for Medicare and Medicaid Services’ 
(CMS) Notice of Proposed Rulemaking (NPRM or proposed rule) published in the Federal 
Register on December 19, 2025. The NPRM, titled “Medicare and Medicaid Programs; Hospital 
Condition of Participation: Prohibiting Sex-Rejecting Procedures for Children” (File Code: CMS–
3481–P), proposes to prohibit hospitals that provide certain gender-affirming care to individuals 
under 18 years old from participating in the Medicaid and Medicare programs. 
 
HHCAWG is a coalition of national and community-based HIV service organizations representing 
HIV medical providers, public health professionals, advocates, and people living with HIV who 
are all committed to ensuring access to critical HIV health care and support services. We strongly 
oppose CMS’ proposal to restrict access to lifesaving, gender-affirming care for youth, in 
part because these restrictions will undermine our ability to end the HIV epidemic. We are 
also strongly concerned that CMS has overstepped its statutory authority by tying the ability 
to participate in Medicaid and Medicare programs with a ban on providing these services, 
forcing health care providers to decide between fiscal stability and serving marginalized 
patients throughout their lifespan. Lastly, we are very concerned that using Conditions of 
Participation in this way will set a precedent to allow CMS to block other types of medically 
necessary, lifesaving care, including HIV care. 
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I. The NPRM would undermine national progress towards ending the HIV 

epidemic. 
 
Prohibiting hospitals that provide gender-affirming care to transgender youth from participating in 
Medicaid and Medicare programs would chill the provision of this lifesaving care.1 This in turn 
will undermine national progress toward ending the HIV epidemic because (1) HIV 
disproportionately impacts transgender people, (2) gender-affirming care is central to improving 
HIV outcomes among transgender people, and (3) gender-affirming care during childhood protects 
transgender people from negative HIV outcomes in adulthood. 
 

A. HIV disproportionately impacts transgender people. 

This proposed rule will reverse the federal government’s efforts to end the HIV epidemic because 
transgender people are disproportionately affected by HIV. The percentage of transgender people 
living with HIV is three times higher than the percentage of the general U.S. population living 
with HIV.2  
 

As with other chronic conditions, transgender people are vulnerable to HIV acquisition for 
multiple social and structural reasons. Although HIV acquisition can be avoided through access to 
Pre-exposure Prophylaxis (PrEP), a person on PrEP must be able to obtain and adhere to a 
prescription and receive regular HIV screening.3 However, many transgender people have reported 
hesitance to seek health care because of stigma, discrimination, and past mistreatment from health 
care.4 Additionally, nearly one-third of transgender people report that they have experienced 
homelessness in their lifetime.5 On top of creating barriers to affording health care generally, these 

 
1 Our comments focus on the transgender community because this NPRM explicitly takes aim at the lifesaving care 
that many transgender people rely upon, but it is important to note that these attacks echo well beyond the 
transgender community and will inevitably impact people across the spectrum of gender identity if finalized. 
Specifically, this NPRM does not account for the rich variety of gender diversity that exists within the human 
species, and the potential impact on nonbinary people or other gender diverse communities. Unfortunately, the 
Administration (as seen in a recent HHS report) only contemplates nonbinary people to suggest that this group of 
people is a new development and in fact warrants these exact restrictions—a position that is ahistorical and 
offensive. Department of Health and Human Services, “Treatment for Pediatric Gender Dysphoria Review of 
Evidence and Best Practices,” (November 19, 2025): 29, https://opa.hhs.gov/sites/default/files/2025-11/gender-
dysphoria-report.pdf.  
2 ANKIT RASTOGI ET AL., HEALTH AND WELLBEING REPORT: A REPORT OF THE U.S. TRANSGENDER SURVEY 64 
(2022), https://transequality.org/sites/default/files/2025-06/USTS 2022Health%26WellbeingReport WEB.pdf.  
3 Comment from the HIV Health Care Access Working Group on proposed rule “Public Charge Ground of 
Inadmissibility” to the Department of Homeland Security (Dec. 19, 2025), https://perma.cc/JR35-MF2R. 
4 ANKIT RASTOGI ET AL., HEALTH AND WELLBEING REPORT: A REPORT OF THE U.S. TRANSGENDER SURVEY 24 
(2022), https://transequality.org/sites/default/files/2025-06/USTS 2022Health%26WellbeingReport WEB.pdf; 
Comment from the HIV Health Care Access Working Group on proposed rule “Nondiscrimination in Health 
Programs and Activities” to the Department of Health and Human Services (Oct. 3, 2022), https://perma.cc/Q3BU-
LZ4L (“Transgender people living with HIV often face challenges . . . obtaining care from a competent and 
welcoming provider.”). 
5 SANDY E. JAMES ET AL., EARLY INSIGHTS: A REPORT OF THE U.S. TRANSGENDER SURVEY 21 (2022), 
https://transequality.org/sites/default/files/2024-02/2022%20USTS%20Early%20Insights%20Report FINAL.pdf. 
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conditions can contribute to an increased likelihood of engaging in sex work and injection drug 
use, patterns that also can increase the likelihood of HIV transmission.6  
 
For transgender people living with HIV, consistent access to HIV treatment—which is necessary 
to achieve viral suppression—can also be challenging. As discussed above, barriers to health care 
related to stigma, discrimination, and past mistreatment can delay or interrupt HIV treatment for 
transgender people with HIV, with potentially life-threatening consequences. HIV care can also 
be expensive, and especially burdensome for transgender people, many of whom live below the 
federal poverty level and experience uninsurance at an elevated rate compared to the general U.S. 
population.7 Data from the Ryan White HIV/AIDS Program showed that in 2020, transgender 
clients living with HIV had rates of viral suppression that were nearly five percentage points lower 
than the average for all Ryan White clients, highlighting the need for tailored HIV treatment and 
support services.8  
 

B. Gender-affirming care is central to improving HIV outcomes among 
transgender people. 

 
For the many transgender people vulnerable to or living with HIV, gender-affirming care is a 
necessary component of the holistic approach to HIV screening, prevention, and treatment. 
Gender-affirming care is documented to build comfort with health care providers, which promotes 
HIV testing and PrEP use among transgender people by overcoming medical mistrust.9 A large 
study has also shown that transgender people who received gender-affirming care had a 
significantly lower risk of acquiring HIV than transgender people who did not receive gender-

 
6 UNITED STATES PEOPLE LIVING WITH HIV CAUCUS, DEMANDING BETTER: AN HIV FEDERAL POLICY AGENDA BY 
PEOPLE LIVING WITH HIV 24 (2021), https://www.pwn-usa.org/wp-content/uploads/2021/07/Networks-Policy-
Agenda-FINAL.pdf (explaining why the national plan to end HIV should include prioritizing care for sex workers); 
ENDING THE HIV EPIDEMIC IN THE U.S. OVERVIEW, https://perma.cc/GV2P-TAA4 (last visited Feb. 5, 2026) 
(explaining that the national plan to end HIV includes prioritizing care for people with substance use disorders). 
7 WILSON ET AL., LGBT POVERTY IN THE UNITED STATES: TRENDS AT THE ONSET OF COVID-19 7 (2023), 
https://williamsinstitute.law.ucla.edu/wp-content/uploads/LGBT-Poverty-COVID-Feb-2023.pdf (finding that 21.2% 
of transgender people were living below the federal poverty line in 2021); ANKIT RASTOGI ET AL., HEALTH AND 
WELLBEING REPORT: A REPORT OF THE U.S. TRANSGENDER SURVEY 32 (2022), 
https://transequality.org/sites/default/files/2025-06/USTS_2022Health%26WellbeingReport_WEB.pdf (finding that 
87% of transgender survey respondents were insured when the insurance rate of the general U.S. population was 
90%). 
8 Letter from Lauren Cheever, Associate Administrator of the Ryan White HIV/AIDS Program to Program 
Colleagues (Dec. 16, 2021) https://ryanwhite.hrsa.gov/sites/default/files/ryanwhite/hiv-care/gender-affirming-care-
rwhap.pdf. 
9 See, e.g., Pablo K. Valente et al., Positive Patient-Provider Relationships Among Transgender and Nonbinary 
Individuals in New York City, 24 INT’L J. TRANSGENDER HEALTH 247, 253 (2021), https://perma.cc/7FP7-MF8V 
(qualitative interviews finding that even knowledge of gender-affirming care helped transgender people feel more 
comfortable with health care providers); Sean R. Cahill et al., “Some of Us, We Don’t Know Where We’re Going to 
Be Tomorrow.” Contextual Factors Affecting PrEP Use and Adherence Among a Diverse Sample of Transgender 
Women in San Francisco, 32 AIDS CARE 585, 588 (2020), https://perma.cc/RC7H-YK7N (qualitative focus groups 
finding that distrust of the medical establishment was a common barrier to PrEP use among transgender women); 
Kathryn Lee et al., Factors Associated with Use of HIV Prevention and Health Care Among Transgender Women — 
Seven Urban Areas, 2019–2020, 71 CTRS. FOR DISEASE CONTROL AND PREVENTION: MORBIDITY AND MORTALITY 
WKLY. REP. 673, 676 (2022), https://perma.cc/FNU9-PYSB (survey finding that transgender women were 
significantly more likely to report testing for HIV and using PrEP if they had comfort with a provider). 
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affirming care.10 Similar beneficial impacts can be seen with HIV treatment. Gender-affirming 
care also increases quality of life and reduces depression; in turn, these positive mental health 
outcomes can improve adherence to antiretroviral treatment regimens.11 Indeed, a large study 
showed that transgender people living with HIV had a significantly lower risk of viral non-
suppression.12 And transgender people living with HIV were more likely to be virally suppressed 
the longer they remained in gender-affirming care.13 
 

C. Gender-affirming care during childhood protects transgender people from 
negative HIV outcomes in adulthood. 

Although the proposed rule targets gender-affirming care for transgender youth, it will ultimately 
worsen HIV outcomes for transgender people of all ages because transgender youth who cannot 
access gender-affirming care face magnified vulnerability to HIV as youth and as adults. For 
example, multiple studies have shown that gender-affirming care is more effective at protecting 
against mental health problems when begun earlier in life.14 Young adults who have received 
treatment for gender dysphoria, including puberty suppression and hormone replacement therapy, 
have shown to have decreased depression and suicidality along with an improvement in their 
overall quality of life.15 Similarly, surgery, for the rare number of transgender or gender diverse 
adolescents that pursue it, has been demonstrated to show significant improvements in concepts of 
self-worth and alignment with the person’s internal sense of gender.16 Mental health problems 
experienced in childhood can persist into adulthood and increase the likelihood of life 
circumstances associated with negative outcomes.17 Notably, mental health problems are linked to 
substance use disorders, which intersect with the HIV epidemic and are elevated among 

 
10 Sari L Reisner et al., HIV Seropositivity and Viral Non-Suppression in Transgender, Non-Binary, and Gender-
Diverse People in Primary Care Receiving Gender-Affirming Hormone Therapy in the USA Between 2013 And 2019 
(LEGACY): An Observational, Longitudinal, Cohort Study, 12 LANCET HIV e283, e288 (2025), 
https://perma.cc/A9ZG-NPHX. 
11 Kellan E. Baker et al., Hormone Therapy, Mental Health, and Quality of Life Among Transgender People: A 
Systematic Review, 5 J. ENDOCRINE SOC’Y 1, 4, 8 (2021), https://perma.cc/X53P-KXB5; see Stacy M. Crim et al., 
Barriers to Antiretroviral Therapy Adherence Among HIV-Positive Hispanic and Latino Men Who Have Sex with 
Men — United States, 2015–2019, 69 CTRS. FOR DISEASE CONTROL AND PREVENTION: MORBIDITY AND MORTALITY 
WKLY. REP. 1437, 1439 (2020), https://perma.cc/956A-KFC7 (survey finding that depression is a barrier to 
antiretroviral medication adherence). 
12 Sari L Reisner et al., HIV Seropositivity and Viral Non-Suppression in Transgender, Non-Binary, and Gender-
Diverse People in Primary Care Receiving Gender-Affirming Hormone Therapy in the USA Between 2013 And 2019 
(LEGACY): An Observational, Longitudinal, Cohort Study, 12 Lancet HIV e283, e289 (2025), 
https://perma.cc/A9ZG-NPHX. 
13 Id. 
14 Diane Chen et al., Psychosocial Characteristics of Transgender Youth Seeking Gender-Affirming Medical 
Treatment: Baseline Findings from the Trans Youth Care Study, 68 J. ADOLESCENT HEALTH 1104, 1108 (2021), 
https://perma.cc/4THG-WHVL; Julia C. Sorbara et al., Mental Health and Timing of Gender-Affirming Care, 146 
PEDIATRICS 1, 7 (2020), https://perma.cc/PGZ9-C7S5. 
15 Achille C, Taggart T, Eaton NR, et al. (2020). Longitudinal impact of gender-affirming endocrine intervention on 
the mental health and well-being of transgender youths: preliminary results. International Journal of Pediatric 
Endocrinology, https://pmc.ncbi.nlm.nih.gov/articles/PMC7191719/pdf/13633 2020 Article 78.pdf.  
16 Arnoldussen M, van der Miesen AIR, Elzinga WS, et al. (2022). Self-Perception of Transgender 
Adolescents After Gender-Affirming Treatment: A Follow-Up Study into Young Adulthood. LGBT 
Health. https://www.liebertpub.com/doi/10.1089/lgbt.2020.0494.  
17 Melissa Mulraney et al., Systematic Review of the Persistence of Childhood Mental Health Problems Into 
Adulthood, 192 NEUROSCIENCE AND BIOBEHAVIORAL REVS. 182, 194, 202 (2021), https://perma.cc/JQ4X-V38X. 
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transgender people compared to the general U.S. population.18 Additionally, helping ensure that 
transgender youth have access to gender-affirming care that meets their specific health needs can 
help them develop better, more trusting lifelong relationships with the health care system, which 
in turn can help protect them from negative HIV outcomes in adulthood. 
 

II. The NPRM does not align with key vision documents that focus on addressing 
HIV needs in the United States. 

 
The fight to end the HIV epidemic is built on decades of scientific advancements and 
comprehensive public health efforts, including collaboration between community advocates and 
the Department of Health and Human Services (HHS). A review of key vision documents and 
public health strategies shows how this NPRM is misguided and works against recent federal 
recommendations. 
 
The National HIV/AIDS Strategy (NHAS) was published and updated regularly by the White 
House Office of National AIDS Policy (ONAP) from 2010 to 2024. The White House issued three 
different multi-year strategies before ONAP was shut down in 2025. While the current 
Administration has closed this office, these strategies – based on thoughtful review, analysis, and 
goal-setting – provided a framework for a coordinated effort to make the United States “a place 
where new HIV infections are prevented, every person knows their status, and every person with 
HIV has high-quality care and treatment, lives free from stigma and discrimination, and can 
achieve their full potential for health and well-being across the lifespan . . . regardless of age, sex, 
gender identity, sexual orientation, race, ethnicity, religion, disability, geographic location, or 
socioeconomic circumstance.”19 
 
In 2019, President Trump announced the Ending the HIV Epidemic program, providing additional 
funding and flexibility for innovative policies with the ambitious goal of constraining new HIV 
transmissions by 90% before 2030.20 The Ending the HIV Epidemic strategy embraces a 
coordinated and comprehensive approach to screening, prevention, and treatment.21 For example, 
it calls for routine HIV testing and use of PrEP, a class of medications that effectively prevent HIV 
transmission.22 It also endorses timely provision of antiretroviral therapy, which allows people 
living with HIV to lead long, healthy lives, and, once they have achieved viral suppression, to 
avoid transmission of HIV to others.23 
 

 
18 Letter from the HIV Health Care Access Working Group to Senators John Thune and Chuck Schumer (June 13, 
2021), https://federalaidspolicy.org/wp-content/uploads/2025/06/HHCAWG-Letter-Oppose-Reconciliation-Bill-
Senate-Final.pdf. 
19 The White House, National HIV/AIDS Strategy for the United States 2022-2025 (2021), https://files.hiv.gov/s3fs-
public/NHAS-2022-2025.pdf.  
20 HIV.GOV, ENDING THE HIV EPIDEMIC IN THE U.S. OVERVIEW (2026), https://perma.cc/GV2P-TAA4 (last visited 
Feb. 5, 2026).   
21 HIV.GOV, KEY ENDING THE HIV EPIDEMIC IN THE U.S. STRATEGIES (2024), https://perma.cc/8N4S-SVU4 (last 
visited Feb. 5, 2026). 
22 HIV.GOV, ENDING THE HIV EPIDEMIC IN THE U.S. OVERVIEW (2026), https://perma.cc/GV2P-TAA4 (last visited 
Feb. 5, 2026). 
23 NASTAD, UNDETECTABLE = UNTRANSMITTABLE: SEXUAL TRANSMISSION OF HIV FROM VIRALLY SUPPRESSED 
PEOPLE LIVING WITH HIV 1 (2019), https://perma.cc/5SAV-79FD. 
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This NPRM is an abrupt reversal from these carefully crafted strategies to address the HIV 
epidemic. For example, in the 2022-2025 National HIV/AIDS Strategy, ONAP highlighted 
disparities and discrimination faced by transgender people (including transgender youth) and how 
stigma and discrimination can lead to greater health challenges.24 When discussing the social and 
structural determinants of health and co-occurring conditions that impede access to HIV services, 
the report states: “Across the lifespan, individuals with HIV will also experience a spectrum of 
non-HIV-specific needs, which may require coordination across various health and social services 
systems, such as sexual and reproductive health or transition-related care for transgender 
individuals, in order to ensure affirming whole-person care.”25 The other two versions of the 
Strategy, including the 2015-2020 National HIV/AIDS Strategy, and the HIV National Strategic 
Plan for the United States: A Roadmap to End the HIV Epidemic 2021-2025 have similar language 
focusing on disparities and discrimination faced by transgender people and highlighting the need 
for tailored approaches to care.26 
 
This was also reflected in the NHAS Federal Implementation plan, with specific action items 
relating to ensuring affirming and coordinated care: “support the status-neutral, gender-affirming 
delivery of HIV testing, prevention, treatment, and care services for transgender persons”; “[f]und 
organizations to work in transgender clinics and partner with CBOs serving the transgender 
community to develop community-to-clinic models for integrated status-neutral HIV prevention 
and care services”; “support . . . developing new and scaling up effective, evidence-based or 
evidence-informed interventions that address intersecting factors of HIV, homelessness or housing 
instability, mental health and violence, substance use, and gender especially among cis- and 
transgender women. . .”.27 These goals and action items reflect an understanding that to effectively 
address the HIV epidemic, the United States cannot focus on the provision of HIV services on 
their own.  

 
24 The White House, National HIV/AIDS Strategy for the United States 2022-2025 54 (2021), 
https://files.hiv.gov/s3fs-public/NHAS-2022-2025.pdf. 
25 Id. at 54. 
26 See, e.g., The White House Office of National AIDS Policy, National HIV/AIDS Strategy for the United States: 
Updated to 2020 6, 34 (2015), https://perma.cc/26RC-4AAR (“These disparities include higher rates of HIV 
infection, lower rates of access to HIV care, lower HIV viral suppression rates and higher HIV-related 
complications, and higher HIV-related death rates; and they affect Black, Latino, and American Indian/ Alaska 
Native people, transgender people, and young people.”) (“Responsive services will also recognize and support 
variable and episodic needs across the lifespan for people living with, or at risk for, HIV infection, recognizing that 
key populations, including heterosexual women, transgender women, youth, older people living with HIV, gay men, 
and others may have unique or specialized needs that require more tailored approaches. . . . Health care systems are 
particularly challenged to provide competent care to transgender individuals. There is a dearth of health care staff 
equipped to provide care with respect for the unique circumstances of their transgender patients. This can result in 
lower satisfaction with their care providers, less trust, and poorer HIV National Strategic Plan for the United States: 
A Roadmap to End the HIV Epidemic 2021-2025 14, 33 (2021), https://perma.cc/9M2C-8PQV (“Although anyone 
can acquire HIV, the epidemic disproportionately affects specific populations, communities, and geographic areas 
across the United States. These disparities . . . exist among Black women, transgender women, youth (particularly 
gay and bisexual young men and transgender youth), and people who inject drugs.”) (“Researchers and clinicians 
are identifying and providing services to address the comorbidities experienced by those aging with HIV as well as 
people with HIV across the entire lifespan whose health can be impacted by noncommunicable comorbidities or 
coinfections. Other key population groups, such as youth, transgender people, . . . require different combinations of 
tailored services to help improve their health outcomes.”). 
27 The White House, National HIV/AIDS Strategy Federal Implementation Plan (2022), https://perma.cc/2TJB-
6ZV2.   
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Similar statements appear in other HHS-specific resources. Documents published under President 
Trump’s first term included notes that highlighted the importance of considering the tailored needs 
of transgender people (including youth). For example, the May 2018 Guidelines for the Use of 
Antiretroviral Agents in Adults and Adolescents Living with HIV (published by an HHS panel) 
includes the statement: “[T]ransgender youth with HIV represent an important population that 
requires additional psychosocial and healthcare considerations.”28 This particular update also 
included a review of drug interactions that should be monitored when a person is taking drugs used 
to treat HIV and drugs used in hormone therapy, so that HIV care can be given in concert with 
gender-affirming care.29  
 
HIV care and prevention are ideally delivered as a component of comprehensive care that 
addresses a person’s whole self – including their gender identity. Restrictions on gender-affirming 
care undermine our country’s broader effort to end the HIV epidemic. To end the HIV epidemic, 
we need access – across the life span, from child to older adult – to comprehensive care that meets 
a person’s full health care needs, which includes gender-affirming care for transgender people. 
 

III. The NPRM sets a troubling precedent to allow CMS to arbitrarily ban health care 
services using its power as Administrator of Medicare and Medicaid. 

 
In this NPRM, the Administration proposes to leverage its authority to ensure beneficiary “health 
and safety” to alter the conditions attached to Medicare and Medicaid funding to prevent any 
institution that receives federal health care dollars from providing gender-affirming medical care 
to transgender youth. Using funding conditions in this way would be unprecedented. If successful, 
the move would represent a broad expansion of CMS’s authority to regulate the practice of 
medicine beyond what statute and Supreme Court precedent allow. The impacts of such an 
expansion would extend far beyond gender-affirming care and would risk opening the door 
to permitting the federal government to dictate the types of medical care professionals can provide, 
regardless of clinical consensus or evidentiary understandings. We are concerned that the NPRM 
sets a troubling precedent for removing access to important and lifesaving medical services 
through impermissibly leveraging the government’s role as administrator of Medicare and 
Medicaid. 
 

 
28 HHS Panel on Antiretroviral Guidelines for Adults and Adolescents, GUIDELINES FOR THE USE OF 
ANTIRETROVIRAL AGENTS IN ADULTS AND ADOLESCENTS LIVING WITH HIV (May 2018), 
https://clinicalinfo.hiv.gov/sites/default/files/guidelines/archive/AdultandAdolescentGL003533.pdf. The inclusion of 
special considerations for transgender youth living with HIV was eliminated in the September 2025 update to the 
guidelines. Compare HHS Panel on Antiretroviral Guidelines for Adults and Adolescents, GUIDELINES FOR THE USE 
OF ANTIRETROVIRAL AGENTS IN ADULTS AND ADOLESCENTS LIVING WITH HIV I-4 (Sept. 
2024), https://clinicalinfo.hiv.gov/sites/default/files/guidelines/archive/adult-adolescent-arv-2024-09-
12.pdf (”Transgender [Adolescents and Young Adults] with HIV report high rates of stigma and other structural and 
logistical barriers that affect their access to gender-affirming care, as well as HIV prevention and treatment services, 
which are known to be associated with retention in care and adherence to treatment. . .”) with HHS Panel on 
Antiretroviral Guidelines for Adults and Adolescents, GUIDELINES FOR THE USE OF ANTIRETROVIRAL AGENTS IN 
ADULTS AND ADOLESCENTS LIVING WITH HIV J-4 (Sept. 
2025), https://clinicalinfo.hiv.gov/sites/default/files/guidelines/documents/adult-adolescent-arv/guidelines-adult-
adolescent-arv.pdf.    
29 Id. at iii. 
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A. The NPRM is an arbitrary use of funding conditions to control the practice of 
medicine that exceeds CMS’s authority. 

 
Historically, the well-understood purpose of Conditions of Participation is to set operational 
requirements that promote beneficiary health and safety without dictating substantive clinical 
directives for the diagnosis or medical treatment of patients.30 This is because Congress chose to 
impose an express, far-reaching limitation on the Secretary’s authority to regulate the 
administration of Medicare and Medicaid through § 1395 of the Social Security Act. The very first 
section of the Medicare Act, titled “Prohibition Against Any Federal Interference,” states that 
nothing in the statute shall be construed to authorize any “Federal officer or employee to exercise 
any supervision or control over the practice of medicine or the manner in which medical services 
are provided.”31 Recently, the Supreme Court reconfirmed that CMS is only allowed to use funding 
conditions as “‘health and safety’ regulations that Congress has authorized the Secretary to 
impose.”32 As the Supreme Court articulated, “[s]uch requirements govern in detail, for instance, 
the amount of time after admission or surgery within which a hospital patient must be examined 
and by whom[.]”33 Notably, while these standards set operational and administrative requirements, 
they do not specify certain types of care that health care entities are prohibited from providing, 
which would amount to regulating the practice of medicine itself. Indeed, in this case, Justice 
Thomas cautioned that scattered provisions regarding “health and safety” that appear in 
definitional parts of statutes should not be read as a singular and unqualified delegation of power.34 
 
The NPRM attempts to sidestep the limitations on CMS’s authority to use funding conditions to 
control the practice of medicine by simply declaring gender-affirming care for children “is not 
healthcare and hence are not subsumed under the term of ‘the practice of medicine.’ Therefore, the 
proposed rule would not regulate the practice of medicine.”35 In doing so, CMS relies solely on 
one report recently issued by HHS.36 It does not engage with the significant body of medical 
literature that considers gender-affirming care for youth to be health care and other works 
suggesting gender-affirming care is health care, such as the report issued by the Utah Drug 
Regimen Review Center37 or standards of care issued by the World Professional Association for 

 
30 Carmel Shachar, Julia Lynch & Kevin Costello, Federal Funding Conditions Threaten Gender-Affirming Care 
Access and Physician Autonomy, 334 JAMA 1137 (2025), https://doi.org/10.1001/jama.2025.14049.  
31 42 U.S.C. § 1395. 
32 See Biden v. Missouri, 595 U.S. at 95. 
33 Biden v. Missouri, 595 U.S. at 94 (internal citations omitted). For FQHCs, Conditions for Coverage include 
staffing, record-keeping, and program evaluation requirements. See 42 C.F.R. § 491. 
34 See Biden v. Missouri, 595 U.S. at 100 (Thomas, J. dissenting). On the definitional provision point, there is an 
argument that there is a difference between a statute granting the Secretary the authority to “promulgate regulations 
necessary to protect beneficiary health and safety” and one that defines a hospital as an institution that “meets 
certain health and safety requirements.” 
35 Medicare and Medicaid Programs; Hospital Condition of Participation: Prohibiting Sex-Rejecting Procedures for 
Children, 90 Fed. Reg. 59463, 59471 (Dec. 19, 2025). 
36 U.S. Department of Health and Human Services (HHS) “Treatment for Pediatric Gender Dysphoria, Review of 
Evidence and Best Practices.” HHS Office of Population Affairs, 19 Nov, 2025. https://opa.hhs.gov/gender-
dysphoria-report 
37 Drug Regimen Review Center “Gender-Affirming Medical Treatments for Pediatric Patients with Gender 
Dysphoria.” Utah Department of Public Health, Aug 6, 2024. 
https://le.utah.gov/AgencyRP/reportingDetail.jsp?rid=636.  
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Transgender Health.38 In engaging in such a cursory exploration of whether gender-affirming care 
can be considered health care, and therefore foreclosing hospital-based access to it for all patients 
in the United States, CMS is engaging in precisely the “singular and unqualified delegation of 
power” that Justice Thomas warned against.  
 

B. Using Conditions of Participation to control the practice of medicine will have dire 
consequences on the availability of medically necessary care. 

 
Using Conditions of Participation as proposed in the NPRM will both limit the accessibility of 
gender-affirming care in the immediate future and create a pathway for limiting access to other 
medically necessary care in the long term.  
 
In the short term, the NPRM will force hospitals to choose between providing necessary services 
for their patients and the hospitals’ fiscal stability. Hospitals act as important safety-net providers, 
including serving in this role for patients seeking gender-affirming care and for patients living with 
HIV.39 But no hospital can withstand the loss of Medicare and Medicaid funding, which accounts 
for nearly half of hospital reimbursements in the United States.40 The proposed rule would reduce 
the financial viability of hospitals by either forcing them to forego Medicaid and Medicare funding 
altogether—a death knell for most—or by forcing them to reduce the available services for 
transgender patients. Furthermore, significant financial pressure on hospitals can have devastating 
consequences, leading to reductions in overall services provided, or, at worst, the closing of the 
institution. This rule would only continue to reduce patient access while forcing hospitals to choose 
between providing quality health care for transgender people and keeping their doors open for the 
entire community. 
 
The NPRM also raises the disturbing concern that CMS could use a similar approach to declare 
other medical services “not healthcare” and then use Conditions of Participation to prevent 
hospitals from being able to provide these services, even to patients who are not enrolled in 
Medicare or Medicaid.41 An important principle in health care is that, if a treatment would be the 
medical standard of care in the clinician’s best judgment, the physician is professionally obligated 
to offer it to their patient (or to refer the patient to a provider who will offer those services in the 

 
38 E. Coleman et al., Standards of Care for the Health of Transgender and Gender Diverse People, Version 8, 23 
INTERNATIONAL JOURNAL OF TRANSGENDER HEALTH S1 (2022), 
https://www.tandfonline.com/doi/full/10.1080/26895269.2022.2100644.   
39 See, e.g., Denny Chan, Sahar Takshi, Supporting LGBTQ+ Older Adults’ Basic Needs, Justice In Aging (Sept. 
18, 2025), https://justiceinaging.org/supporting-lgbtq-older-adults-basic-needs/, (“Medicare and Medicaid are 
essential for LGBTQ+ older adults requiring HIV care and gender affirming care… Medicaid is the nation’s largest 
source of coverage for people with HIV, and the majority of Medicaid beneficiaries with HIV are dually enrolled in 
Medicare. Medicaid covers a broad range of services that are critical for people with HIV, ranging from doctor’s 
appointments, hospital visits, laboratory services, prescription drugs, and HCBS.”). 
40 American Hospital Association, FACT SHEET: MAJORITY OF HOSPITAL PAYMENTS DEPENDENT ON MEDICARE OR 
MEDICAID (2026), https://www.aha.org/fact-sheets/2022-05-25-fact-sheet-majority-hospital-payments-dependent-
medicare-or-medicaid. 
41 Carmel Shachar and Nicole Huberfeld Proposed HHS Rule on Gender-Affirming Care Radically Expands Use of 
Medicare, Medicaid as Policy Weapons, STAT (Dec. 24, 2025), https://www.statnews.com/2025/12/24/gender-
affirming-care-hhs-rule-medicare-medicaid-weapons/.  
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case of conscientious objection).42 People living with HIV have fought for years to have access to 
medically necessary services, including HIV medications, and understand how lifesaving access 
to medical treatment can be.43 This is especially true for transgender people living with HIV. 
 
The executive branch effectively barring physicians from providing certain types of medical care 
based on personal and political preferences would undermine the practice of medicine and 
compromise the ability of patients to access care rooted in evidence-based science.44 More 
specifically, HIV care and prevention are lifesaving, but have been subject to dangerous stigma 
and marginalization.45 Even in the last few years, for example, we have seen it erroneously argued 
in federal court that PrEP should not be covered by health insurance because it encourages 
“homosexual behavior, prostitution, sexual promiscuity, and intravenous drug use.”46 We are 
concerned that using Conditions of Participation to police what care physicians may offer patients 
will allow future administrations to prevent access to other lifesaving and medically necessary 
services, such as infectious disease care or harm reduction services. 
 
 
-- 

 
For the reasons above, we urge CMS not to adopt the proposed rule. Prohibiting hospitals from 
participating in Medicaid and Medicare simply because they provide gender-affirming care to 
youth will exacerbate disparities in HIV outcomes and obstruct the nation’s long-standing goal to 
end the HIV epidemic. It will also impermissibly broaden CMS’s influence over the practice of 
medicine, potentially jeopardizing other types of health care, including care that people living with 
HIV must access to maintain their health. 
 
We thank you for the opportunity to comment and have included a number of citations and links 
to supporting research. We direct CMS to each of the sources cited and we request that the full 
text of each source, along with the full text of our comments, be considered part of the 
administrative record. We also direct CMS to our comment in response to CMS–2451–P which 
includes citations that we believe to also be persuasive in opposition of CMS-3481-P. 

 
If you have any questions or would like to discuss this matter further, please reach out to the co-
chairs of the HIV Health Care Access Working Group: Elizabeth Kaplan 
(ekaplan@law.harvard.edu); Rachel Klein (rklein@taimail.org); Leslie McGorman 

 
42 American Medical Association, ”Physician Exercise of Conscience,” AMA Code of Medical Ethics. https://code-
medical-ethics.ama-assn.org/sites/amacoedb/files/2022-
08/1.1.7%20Physician%20exercise%20of%20conscience%20--%20background%20reports.pdf 
43 PATRICIA D. SIPLON, AIDS AND THE POLICY STRUGGLE IN THE UNITED STATES (2002). 
44 Cf. Jack Resneck Jr., MD, Intrusions into Medicine Jeopardize Patients and Public Health, AMERICAN MEDICAL 
ASSOCIATION, (May 9, 2024) https://www.ama-assn.org/about/leadership/intrusions-medicine-jeopardize-patients-
and-public-health [https://perma.cc/L26S-NFUS]. 
45 Within our lifetimes, people living with HIV were considered to be undeserving of medical care. Reverand Jerry 
Falwell and the Moral Majority opposed government funded research into HIV because they viewed it as “a lethal 
judgement of God on America.” National Research Council (US) Panel on Monitoring the Social Impact of the 
AIDS Epidemic; The Social Impact Of AIDS In The United States. Washington (DC): National Academies Press 
(US); 1993. Available from: https://www.ncbi.nlm.nih.gov/books/NBK234566/.  
46 Braidwood Management Inc v Xavier Becerra,92 F Supp 1755 (ND Tex 2022). Accessed August 30, 2023. 
https://affordablecareactlitigation.files.wordpress.com/2022/09/gov.uscourts.txnd .330381.92.0 1.pdf.  
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(lmcgorman@aidsunited.org); Dori Molozanov (dmolozanov@NASTAD.org); and Terri Wilder 
(twilder@sageusa.org).  
 
Sincerely, 
 
AHF 
AIDS Alabama 
AIDS Alliance for Women, Infants, Children, Youth & Families 
AIDS Foundation Chicago 
AIDS United 
Aliveness Project 
American Academy of HIV Medicine 
APLA Health 
Center for Health Law and Policy Innovation 
Community Access National Network (CANN) 
Community Research Initiative, Inc (CRI) 
Georgia Equality 
HealthHIV 
HIV Dental Alliance 
HIV Medicine Association 
International Association of Providers of AIDS Care 
JRI Health 
NASTAD 
Positive Women’s Network-USA 
San Francisco AIDS Foundation 
Silver State Equality 
The AIDS Institute 
The Institute for Health Research & Policy at Whitman-Walker 
U=U plus 
Vivent Health 
 


