
 

 

  

 
 
 
March 6, 2026 
 
The Commissioner of Food and Drugs 
 c/o Division of Dockets Management (HFA-305) 
U.S. Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 
 
RE: Citizen Petition Pursuant to 21 C.F.R. § 10.30 Requesting the FDA (A) Open a Docket, (B) Hold a Part 
15 Public Hearing Regarding the Off-Label Use of Estrogen in Natal Males for Gender Affirmation, and 
(C) Consider Regulatory Action Including a Boxed Warning Under 21 C.F.R. § 201.80(e) 
 
Dear Commissioner: 
 
The Catholic Medical Association, the National Catholic Bioethics Center, the National Association of 
Catholic Nurses, USA, and the National Catholic Partnership on Disability call on the U.S. Food and Drug 
Administration (FDA) to: 
 

1. Initiate a thorough safety review of the use of estrogen in males, and, 

2. Issue a Black Box Warning of the risks with such use. 

This comment is submitted on behalf of: the Catholic Medical Association (CMA), the largest organization 
of Catholic health care professionals in America; The National Catholic Bioethics Center (NCBC),which is 
an over 500 member non-profit research and educational institute committed to applying the moral 
teachings of the Catholic Church to ethical issues arising in health care and the life sciences; The National 
Association of Catholic Nurses, USA (NACN-USA), a non-profit organization of nurses from different 
backgrounds and specialties, advocating for human rights of vulnerable populations, including the right to 
health care which heals, not harms persons; and The National Catholic Partnership on Disability (NCPD), 
established in 1982 to foster implementation of the Pastoral Statement of U.S. Catholic Bishops on People 
with Disabilities, working with dioceses, parishes, ministers, and laity to promote the full and meaningful 
participation of persons with disabilities in the life of the Church and society.  
 
CMA, NCBC, NACN-USA, and NCPD are aware of the increasing evidence of the harms and lifelong risks of 
transgender interventions, which constitute sex-rejecting procedures, in minors. Our organizations have 
been at the forefront of the debate to protect these children and adolescents. In health care, the best 
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practices are those established on evidence-based studies and sound ethical principles. The use of 
estrogen in young males for purported “gender transition” has neither scientific support nor a moral 
purpose. Data which can be reviewed in the references noted below provide a clear rationale for the FDA 
to review its oversight of estrogen for this purpose. Such an investigation is necessary, as is the need to 
issue a Black Box Warning that is particularly important given the clear cardiovascular risks associated 
with estrogen in this population of patients. 
 
Over the past several years, extensive and systematic reviews of the use of sex hormones in minors has 
identified “low” or “very low” evidence of certainty for benefits. If estrogen is provided to a young male 
that may persist in his opposite sex identification for the rest of his life, the risks and harms incurred from 
years of use are increased dramatically. The absence of scientific literature that provides evidence of 
benefits is troubling enough. However, of even greater concern is the objective demonstration of 
estrogen’s harms to young males with gender dysphoria found in the references below. 
 
The data are clear that the dangers to young males are multifocal and potentially life-threatening. These 
include cardiovascular disease, venous thromboemboli, and infertility, as well as significantly increased 
risk of cognitive impairment, metabolic anomalies, some cancers, and autoimmune disorders.  
 
The FDA’s long-standing mission to “protect and promote public health by ensuring the safety, efficacy, 
and security…” of drugs, including estrogen, must be followed with a comprehensive re-evaluation of this 
use of estrogen, and the issuance of a Black Box Warning. CMA calls on the FDA to follow its established 
protocol under 21 C.F.R. § 201.80(e) and continue to “protect and promote public health” for young men 
in America. 
 
Sincerely yours (submitted under Category – “Association”) 
 

 
 
Tim Millea, M.D. 
Chair, CMA Health Care Policy Committee 
550 Pinetown Road, Suite 205 
Fort Washington, PA,19034 
484-270-8002 
 
 
 
 
 
John A. Di Camillo, PhD, BeL  
President, NCBC 
600 Reed Road, Suite 102 
Broomall, PA 19008 
215-877-2660 
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Bonnie Blachly, MN, BSN, RN, CEOLD 
President, NACN-USA 
450 State Road 13, North-Suite-106 Box 124 
St. Johns, FL 32259 
catholicnurses@nacn-usa.org 
 

 
 
Mary O’Callaghan, PhD 
Board Liaison to NCPD Ethics and Public Policy Committee 
415 Michigan Avenue, N.E, Suite 95 
Washington, DC 20017 
771-203-4477 
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