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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF FLORIDA 

TALLAHASSEE DIVISION 
 

AUGUST DEKKER, et al.,  
 

Plaintiffs, 
 

v.       Case No. 4:22-cv-00325-RH-MAF 
 
JASON WEIDA, et al.,  
 

Defendants.  
____________________________/ 
 

DECLARATION OF MATTHEW BRACKETT 
 
 I, Matthew Brackett, hereby declare and state as follows:  

1. I am over the age of 18, of sound mind, and in all respects competent 

to testify. I have personal knowledge of the information contained in this declaration 

and would testify completely to those facts if called to do so.  

2. I am a program consultant for the Agency for Health Care 

Administration. I am the agency’s corporate representative for the purposes of this 

case.    

3. I was responsible for preparing the report, Florida Medicaid Generally 

Accepted Professional Medical Standards Determination on the Treatment of 

Gender Dysphoria (“the GAPMS Report”), which was published in June 2022.  

4. The sources I relied on to create the GAPMS Report are cited in the 

works cited section of the GAPMS Report. I only relied on those cited sources.  
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I.  

5. The GAPMS Report was created in response to the actions of the 

federal government concerning topics related to gender dysphoria.  

6. On March 2, 2022, the U.S. Department for Health and Human Services 

created a notice and guideline on gender affirming care, civil rights, and patient 

privacy. See Attachment A. The department also issued a fact sheet that provided 

guidance on treatments for gender dysphoria for children and adolescents. See 

Attachment B.   

7. On March 31, 2022, the U.S. Department of Justice issued a letter 

concerning federal nondiscrimination protections for transgender youth. See 

Attachment C. 

8. Given the federal pronouncements, on April 20, 2022, the Florida 

Department of Health issued a document entitled Treatment of Gender Dysphoria 

for Children and Adolescents. See Attachment D.  

9. On the same day, and relying on this Florida Department of Health 

issuance, then-AHCA Secretary Marstiller asked AHCA Deputy Secretary Wallace 

to begin the GAPMS process concerning certain treatments for gender dysphoria. 

See Attachment E.   

10. The process to draft the GAPMS Report took approximately two to 

three months, from approximately April 2022 to June 2022.  
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II.  

11. In response to Plaintiffs’ first request for productions, the agency 

created the attached table with search results for certain search terms, such as 

“transgender,” “gender transition,” and “gender dysphoria.” See Attachment F. 

III.  

12. The agency retained experts during the GAPMS process, during the rule 

promulgation process, and during the pendency of this case because litigation over 

the challenged rule was highly likely.  

13. Litigation was highly likely because, in drafting the GAPMS Report, 

the GAPMS determination might conflict with federal standards. Indeed, regardless 

of the outcome of the GAPMS Report, litigation was practically guaranteed based 

solely on the high-profile nature of issues concerning gender dysphoria. In addition, 

during the July 8, 2022 public hearing, which solicited public comment concerning 

the challenged rule, and which I was in attendance, several speakers stated that the 

agency would be sued if the agency promulgated the challenged rule. Even 

Plaintiffs’ counsel, who were in attendance, stated that the state would be sued if the 

challenged rule was enacted. See, e.g., Defendants’ Response in Opposition to 

Preliminary Injunction Motion Appendix 285-86 (“And this litigation that the state 

will certainly find itself embroiled in is wasting valuable state resources that could 

be better utilized enhancing the lives of Floridians rather than attacking them.”) 
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(Simone Chriss); App. 317 (stating that the challenged rule violates the Affordable 

Care Act and U.S. Constitution) (Carl Charles).     

14. Normally, GAPMS reports do not contain reports from experts. See 

Attachments G-K. However, because litigation was practically guaranteed, the 

agency sought expert reports from Dr. Brignardello-Petersen, Dr. Cantor, Dr. Van 

Meter, Dr. Lappert, and Dr. Donovan, and attached those reports to the GAPMS 

Report. 

15. Again, knowing that litigation was practically guaranteed, the agency 

asked Dr. Van Mol and Dr. Grossman to assist the agency in matters relating to the 

promulgation of Rule 59-1.050.    

16. With litigation pending, the agency asked Dr. Cantor, Dr. Van Meter, 

Dr. Lappert, Dr. Donovan, Dr. Nagia, Dr. Zanga, and Dr. Kaliebe, to submit 

declarations at the preliminary injunction stage of litigation in this case.     
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“I declare under penalty of perjury under 28 U.S.C. § 1746 that the foregoing 

is true and correct to the best of my current knowledge and belief.” Executed this 

_25th__ day of __January___ 2023.  

 

Respectfully submitted,  

 

Matthew Brackett 
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March 2, 2022 

On October 1, 2022, the District Court for the Northern District of Texas issued a judgment vacating the March 2, 
2022 document. HHS is evaluating its next steps in light of that judgment but is complying with it.

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Office for Civil Rights 
HHS Notice and Guidance on Gender Affirming Care, Civil Rights, and 

Patient Privacy 

The Department of Health & Human Services (HHS) stands with transgender and gender 
nonconforming youth and their families—and the significant majority of expert medical 
associations—in unequivocally stating that gender affirming care for minors, when medically 
appropriate and necessary, improves their physical and mental health. Attempts to restrict, 
challenge, or falsely characterize this potentially lifesaving care as abuse is dangerous. Such 
attempts block parents from making critical health care decisions for their children, create a 
chilling effect on health care providers who are necessary to provide care for these youth, and 
ultimately negatively impact the health and well-being of transgender and gender nonconforming 
youth. The HHS Office for Civil Rights (OCR) will continue working to ensure that transgender 
and gender nonconforming youth are able to access health care free from the burden of 
discrimination. HHS understands that many families and health care providers are facing fear 
and concerns about attempts to portray gender affirming care as abuse. To help these families 
and providers navigate those concerns, HHS is providing additional information on federal civil 
rights protections and federal health privacy laws that apply to gender affirming care. 

As a law enforcement agency, OCR is investigating and, where appropriate, enforcing Section 
1557 of the Affordable Care Act1 cases involving discrimination on the basis of sexual 
orientation and gender identity in accordance with all applicable law. This means that if people 
believe they have been discriminated against in a health program or activity that receives 
financial assistance from HHS, they can file a complaint. 

Federal Civil Rights Laws: 

Parents or caregivers who believe their child has been denied health care, including 
gender affirming care, on the basis of that child’s gender identity, may file a 
complaint with OCR. 

Health care providers who believe that they are or have been unlawfully restricted 
from providing health care to a patient on the basis of that patient’s gender identity 
may file a complaint with OCR. 

OCR enforces federal civil rights laws that prohibit discriminatory restrictions on access to 
health care. Among these laws is Section 1557, which prohibits discrimination on the basis of 
race, color, national origin, sex, age, and disability in covered health programs or activities. OCR 

1 42 U.S.C. 18116; see also 45 C.F.R. part 92. 

1 
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also enforces Section 504 of the Rehabilitation Act,2 which prohibits discrimination on the basis 
of disability in any program or activity receiving federal financial assistance. 

Section 1557 protects the right of individuals to access the health programs and activities of 
recipients of federal financial assistance without facing discrimination on the basis of sex, which 
includes discrimination on the basis of gender identity. Categorically refusing to provide 
treatment to an individual based on their gender identity is prohibited discrimination. Similarly, 
federally-funded covered entities restricting an individual’s ability to receive medically 
necessary care, including gender-affirming care, from their health care provider solely on the 
basis of their sex assigned at birth or gender identity likely violates Section 1557. For example, if 
a parent and their child visit a doctor for a consultation regarding or to receive gender affirming 
care, and the doctor or other staff at the facility reports the parent to state authorities for seeking 
such care, that reporting may constitute violation of Section 1557 if the doctor or facility 
receives federal financial assistance. Restricting a health care provider’s ability to provide or 
prescribe such care may also violate Section 1557. 

Section 504 protects qualified individuals with disabilities from discrimination in programs and 
activities receiving federal financial assistance. Title II of the Americans with Disabilities Act3 
(ADA) protects qualified individuals with disabilities from discrimination in state and local 
government programs. Gender dysphoria may, in some cases, qualify as a disability under these 
laws. Restrictions that prevent otherwise qualified individuals from receiving medically 
necessary care on the basis of their gender dysphoria, gender dysphoria diagnosis, or perception 
of gender dysphoria may, therefore, also violate Section 504 and Title II of the ADA.   

If you believe that you or another party has been discriminated against on the basis of gender 
identity or disability in seeking to access gender affirming health care, visit the OCR complaint 
portal to file a complaint online. To read more about Section 1557 and other laws that OCR 
enforces, please visit our website at https:www.hhs.gov/ocr.   

Federal Health Care Privacy Laws - Health Insurance Portability and 
Accountability Act of 1996 (HIPAA): 

HIPAA, the cornerstone patient privacy law, limits the circumstances under which 
health care providers and other entities may disclose protected health information, 
such as gender affirming physical or mental health care administered by a licensed 
provider.  

Providers who may be concerned about their obligations to disclose information 
concerning gender affirming care should seek additional legal guidance regarding 
their legal responsibilities and other laws. 

2 29 U.S.C. 794; see also 45 C.F.R. part 84. 
3 42 U.S.C. 12132. 
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OCR enforces the HIPAA Privacy, Security and Breach Notification Rules,4 which establish 
requirements with respect to the use, disclosure, and protection of protected health information 
(PHI) by covered entities and business associates;5 provide health information privacy and 
security protections; and establish rights for individuals with respect to their PHI.6     

OCR reminds covered entities (health plans, health care providers, health care clearinghouses) 
and business associates that the HIPAA Privacy Rule permits, but does not require, covered 
entities and business associates to disclose PHI about an individual, without the individual’s 
authorization,7 when such disclosure is required by another law and the disclosure complies with 
the requirements of the other law.8  This “required by law” exception to the authorization 
requirement is limited to “a mandate contained in law that compels an entity to make a use or 
disclosure of PHI and that is enforceable in a court of law.”9  Where a disclosure is required by 
law, the disclosure is limited to the relevant requirements of such law.10 Disclosures of PHI that 
do not meet the “required by law definition” or exceed what is required by such law do not 
qualify as permissible disclosures under this exception.  

HIPAA prohibits disclosure of gender affirming care that is PHI without an 
individuals’ consent11 except in limited circumstances.  

If you believe that your (or someone else’s) health privacy rights have been violated, visit the 
OCR complaint portal to file a complaint online. 

DISCLAIMER: The contents of this document do not have the force and effect of law and are 
not meant to bind the public in any way.  This document is intended only to provide clarity to the 
public regarding existing requirements under the law or the Departments’ policies. 

To obtain this information in an alternate format, contact the HHS Office for Civil Rights at 
(800) 368-1019, TDD toll-free: (800) 537-7697, or by emailing OCRMail@hhs.gov. Language 
assistance services for OCR matters are available and provided free of charge.

4 45 C.F.R. Parts 160 and 164, Subparts A, C, D, and E. 
5 See 45 C.F.R. 160.103 (“covered entity” and ‘business associate” definitions). 
6 See 45 C.F.R. 160.103 (“protected health information” and “individually identifiable health information” 
definitions). 
7 See 45 C.F.R. 164.508(c) (HIPAA authorization required elements). 
8 45 C.F.R. 164.512(a)(1). 
9 45 C.F.R. 164.103 (“required by law” definition). Required by law includes, but is not limited to, court orders and 

10 45 C.F.R. 164.512(a)(1). 
11 For purposes of this guidance, “consent” refers to a valid HIPAA authorization. See 45 C.F.R. 164.508. 

court-ordered warrants; subpoenas or summons issued by a court, grand jury, a governmental or tribal inspector 
general, or an administrative body authorized to require the production of information; a civil or an authorized 
investigative demand; Medicare conditions of participation with respect to health care providers participating in the 
program; and statutes or regulations that require the production of information, including statutes or regulations that 
require such information if payment is sought under a government program providing public benefits. 
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Gender-Affirming Care and Young People 
 

  HHS Office of Population Affairs 
Web: opa.hhs.gov | Email: opa@hhs.gov 

Twitter: @HHSPopAffairs | YouTube: HHSOfficeofPopulationAffairs 

Gender-affirming care is a supportive form of healthcare. It consists of 
an array of services that may include medical, surgical, mental health, 
and non-medical services for transgender and nonbinary people.  

For transgender and nonbinary children and adolescents, early gender-
affirming care is crucial to overall health and well-being as it allows the 
child or adolescent to focus on social transitions and can increase their 
confidence while navigating the healthcare system.  

Research demonstrates that gender-affirming care improves the mental 
health and overall well-being of gender diverse children and 
adolescents.1 Because gender-affirming care encompasses many facets 
of healthcare needs and support, it has been shown to increase positive 
outcomes for transgender and nonbinary children and adolescents. 
Gender-affirming care is patient-centered and treats individuals 
holistically, aligning their outward, physical traits with their gender 
identity. 

Gender diverse adolescents, in particular, face significant health 
disparities compared to their cisgender peers. Transgender and gender 
nonbinary adolescents are at increased risk for mental health issues, 
substance use, and suicide.2,3 The Trevor Project’s 2021 National 
Survey on LGBTQ Youth Mental Health found that 52 percent of LGBTQ 
youth seriously considered attempting suicide in the past year.4  

A safe and affirming healthcare environment is critical in fostering better 
outcomes for transgender, nonbinary, and other gender expansive 
children and adolescents. Medical and psychosocial gender affirming 
healthcare practices have been demonstrated to yield lower rates of 
adverse mental health outcomes, build self-esteem, and improve overall quality of life for transgender and 
gender diverse youth.5,6 Familial and peer support is also crucial in fostering similarly positive outcomes for 
these populations. Presence of affirming support networks is critical for facilitating and arranging gender 
affirming care for children and adolescents. Lack of such support can result in rejection, depression and 
suicide, homelessness, and other negative outcomes.7,8,9 

What is gender-affirming care? 

Why does it matter? 

Common Terms: 
(in alphabetical order) 

 
Cisgender: Describes a person 
whose gender identity aligns with 
their sex assigned at birth.  
 
Gender diverse or expansive: An 
umbrella term for a person with a 
gender identity and/or expression 
broader than the male or female 
binary. Gender minority is also used 
interchangeably with this term. 
 

Gender dysphoria: Clinically 
significant distress that a person may 
feel when sex or gender assigned at 
birth is not the same as their identity. 
 

Gender identity: One’s internal 
sense of self as man, woman, both 
or neither. 
 

Nonbinary: Describes a person who 
does not identify with the man or 
woman gender binary. 
 

Transgender: Describes a person 
whose gender identity and or 
expression is different from their sex 
assigned at birth, and societal and 
cultural expectations around sex.  

Additional Information 
• Endocrine Treatment of Gender-Dysphoric/Gender-Incongruent Persons: An Endocrine Society Clinical 

Practice Guideline 
• Ensuring Comprehensive Care and Support for Transgender and Gender-Diverse Children and 

Adolescents | American Academy of Pediatrics  
• Standards of Care (SOC) for the Health of Transsexual, Transgender, and Gender Nonconforming People 

| World Professional Association for Transgender Health 
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Gender-Affirming Care and Young People 
 

  
HHS Office of Population Affairs 

Web: opa.hhs.gov | Email: opa@hhs.gov 
Twitter: @HHSPopAffairs | YouTube: HHSOfficeofPopulationAffairs 

 

Affirming Care What is it? When is it used? Reversible or not 
Social Affirmation Adopting gender-affirming hairstyles, 

clothing, name, gender pronouns, and 
restrooms and other facilities 

At any age or stage Reversible 

Puberty Blockers Using certain types of hormones to 
pause pubertal development 

During puberty Reversible 

Hormone Therapy Testosterone hormones for those who 
were assigned female at birth 
 
Estrogen hormones for those who were 
assigned male at birth 

Early adolescence 
onward 

Partially reversible 

Gender-Affirming 
Surgeries 

“Top” surgery – to create male-typical 
chest shape or enhance breasts 
 
“Bottom” surgery – surgery on genitals 
or reproductive organs 
 
Facial feminization or other procedures 

Typically used in 
adulthood or case-
by-case in 
adolescence 

Not reversible 

 
Resources 
• Discrimination on the Basis of Sex | HHS Office of Civil Rights 
• Lesbian, Gay, Bisexual, and Transgender Health | Healthy People 2030 
• Lesbian, Gay, Bisexual, and Transgender Health: Health Services | Centers for Disease Control and Prevention 
• National Institutes of Health Sexual & Gender Minority Research Office 
• Family Support: Resources for Families of Transgender & Gender Diverse Children | Movement Advancement Project 
• Five Things to Know About Gender-Affirming Health Care | ACLU 
• Gender-Affirming Care is Trauma-Informed Care | The National Child Traumatic Stress Network 
• Gender-Affirming Care Saves Lives | Columbia University 
• Gender Identity | The Trevor Project  
• Genderspectrum.org 
• Glossary of Terms | Human Rights Campaign 
• Health Care for Transgender and Gender Diverse Individuals | ACOG 
• Transgender and Gender Diverse Children and Adolescents | Endocrine Society 

 
1 Green, A. E., DeChants, J. P., Price, M. N., &amp; Davis, C. K. (2021). Association of Gender-Affirming Hormone Therapy With Depression, Thoughts 

of Suicide, and Attempted Suicide Among Transgender and Nonbinary Youth. Journal of Adolescent Health, 70(4). 
https://doi.org/https://doi.org/10.1016/j.jadohealth.2021.10.036  

2 Rimes, K., Goodship N., Ussher, G., Baker, D. and West, E. (2019).  Non-binary and binary transgender youth: Comparison of mental health, self-
harm, suicidality, substance use and victimization experiences. International Journal of Transgenderism, 20 (2-3); 230-240.  

3 Price-Feeney, M., Green, A. E., & Dorison, S. (2020). Understanding the mental health of transgender and nonbinary youth. Journal of Adolescent 
Health, 66(6), 684–690. https://doi.org/10.1016/j.jadohealth.2019.11.314 

4 Trevor Project. (2021). National Survey on LGBTQ Youth Mental Health 2021. Trevor Project. https://www.thetrevorproject.org/survey-2021/. 
5 Wagner J, Sackett-Taylor AC, Hodax JK, Forcier M, Rafferty J. (2019). Psychosocial Overview of Gender-Affirmative Care. Journal of pediatric and 

adolescent gynecology, (6):567-573. doi: 10.1016/j.jpag.2019.05.004. Epub 2019 May 17. PMID: 31103711.  
6 Hughto JMW, Gunn HA, Rood BA, Pantalone DW. (2020). Social and Medical Gender Affirmation Experiences Are Inversely Associated with Mental 

Health Problems in a U.S. Non-Probability Sample of Transgender Adults. Archives of sexual behavior, 49(7):2635-2647. doi: 10.1007/s10508-020-
01655-5. Epub 2020 Mar 25. PMID: 32215775; PMCID: PMC7494544. 

7 Brown, C., Porta, C. M., Eisenberg, M. E., McMorris, B. J., & Sieving, R. E. (2020). Family relationships and the health and well-being of transgender 
and gender-diverse youth: A critical review. LGBT Health, 7, 407-419. https://doi.org/10.1089/lgbt.2019.0200 

8 Seibel BL, de Brito Silva B, Fontanari AMV, Catelan RF, Bercht AM, Stucky JL, DeSousa DA, Cerqueira-Santos E, Nardi HC, Koller SH, Costa AB. 
(2018). The Impact of the Parental Support on Risk Factors in the Process of Gender Affirmation of Transgender and Gender Diverse People. Front 
Psychol, 27;9:399. doi: 10.3389/fpsyg.2018.00399. Erratum in: Front Psychol. 2018 Oct 12;9:1969. PMID: 29651262; PMCID: PMC5885980. 

9 Sievert ED, Schweizer K, Barkmann C, Fahrenkrug S, Becker-Hebly I. (2021). Not social transition status, but peer relations and family functioning 
predict psychological functioning in a German clinical sample of children with Gender Dysphoria. Clin Child Psychol Psychiatry, 26(1):79-95. doi: 
10.1177/1359104520964530. Epub 2020 Oct 20. PMID: 33081539. 
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U.S. Department of Justice 

Civil Rights Division 

 
Assistant Attorney General 
950 Pennsylvania Ave, NW - RFK 
Washington, DC  20530 

1 
 

March 31, 2022 
 

 
Dear State Attorneys General: 
 

The U.S. Department of Justice (the Department) is committed to ensuring that 
transgender youth, like all youth, are treated fairly and with dignity in accordance with federal 
law.  This includes ensuring that such youth are not subjected to unlawful discrimination based 
on their gender identity, including when seeking gender-affirming care.  We write to remind you 
of several important federal constitutional and statutory obligations that flow from these 
fundamental principles. 

 
People who are transgender are frequently vulnerable to discrimination in many aspects 

of their lives, and are often victims of targeted threats, legal restrictions, and anti-transgender 
violence.1  The Department and the federal government more generally have a strong interest in 
protecting the constitutional rights of individuals who are lesbian, gay, bisexual, transgender, 
queer, intersex, nonbinary, or otherwise gender-nonconforming,2 and in ensuring compliance 
with federal civil rights statutes.  The Department is also charged with the coordination and 
enforcement of federal laws that protect individuals from discrimination in a wide range of 
federally-funded programs and activities.3  

 
Intentionally erecting discriminatory barriers to prevent individuals from receiving 

gender-affirming care implicates a number of federal legal guarantees.  State laws and policies 
that prevent parents or guardians from following the advice of a healthcare professional 
regarding what may be medically necessary or otherwise appropriate care for transgender minors 
may infringe on rights protected by both the Equal Protection and the Due Process Clauses of the 
Fourteenth Amendment.  The Equal Protection Clause requires heightened scrutiny of laws that 
discriminate on the basis of sex4 and prohibits such discrimination absent an “exceedingly 
                                                 
1 See, e.g., Michelle M. Johns et al., Ctrs. for Disease Control and Prevention, Transgender Identity and Experiences 
of Violence Victimization, Substance Use, Suicide Risk, and Sexual Risk Behaviors Among High School Students—
19 States and Large Urban School Districts, 2017, Morbidity and Mortality Weekly Report 68: 67-71 (2019), 
https://www.cdc.gov/mmwr/volumes/68/wr/mm6803a3.htm?s_cid=mm6803a3_w (finding that transgender youth 
reported higher levels of violence victimization compared to their cisgender peers). 
2 See, e.g., Exec. Order No. 13,988, § 1, 86 Fed. Reg. 7023 (Jan. 20, 2021); Pamela S. Karlan, Principal Deputy 
Assistant Attorney General, Civ. Rts. Div., U.S. Dep’t of Justice, Memorandum, Application of Bostock v. Clayton 
County to Title IX of the Education Amendments of 1972 (Mar. 26, 2021), 
https://www.justice.gov/crt/page/file/1383026/download. 
3 Exec. Order No. 12,250, § 1-201, 45 Fed. Reg. 72,995 (Nov. 2, 1980).   
4 See, e.g., Grimm v. Gloucester Cnty. Sch. Bd., 972 F.3d 586, 610-13 (4th Cir. 2020), as amended (Aug. 28, 2020), 
reh’g en banc denied, 976 F.3d 399 (4th Cir. 2020), cert. denied, 2021 WL 2637992 (June 28, 2021); Whitaker v. 
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persuasive” justification.5  Because a government cannot discriminate against a person for being 
transgender “without discriminating against that individual based on sex,”6 state laws or policies 
that discriminate against transgender people must be “substantially related to a sufficiently 
important governmental interest.”7   

 
A law or policy need not specifically single out persons who are transgender to be subject 

to heightened scrutiny.  When a state or recipient of federal funds criminalizes or even restricts a 
type of medical care predominantly sought by transgender persons, an intent to disfavor that 
class can “readily be presumed.”8  For instance, a ban on gender-affirming procedures, therapy, 
or medication may be a form of discrimination against transgender persons, which is 
impermissible unless it is “substantially related” to a sufficiently important governmental 
interest.9  This burden of justification is “demanding.”10  Such a law or policy will not withstand 
heightened scrutiny when “the alleged objective” differs from the “actual purpose” underlying 
the classification.11  In addition, the Due Process Clause protects the right of parents “to seek and 
follow medical advice” to safeguard the health of their children.12  A state or local government must 
meet the heavy burden of justifying interference with that right since it is well established within 
the medical community that gender-affirming care for transgender youth is not only appropriate 
but often necessary for their physical and mental health.13 
 

In addition to these constitutional guarantees, many federal statutes require recipients of 
federal financial assistance to comply with nondiscrimination requirements as a condition of 
receiving those funds.  Relevant statutes include:   

 
• Section 1557 of the Affordable Care Act14 protects the civil rights of people—including 

transgender youth—seeking nondiscriminatory access to healthcare in a range of health 

                                                 
Kenosha Unified Sch. Dist. No. 1 Bd. of Educ., 858 F.3d 1034, 1051 (7th Cir. 2017), cert. dismissed, 138 S. Ct. 1260 
(2018); see also Brief for the United States as Amicus Curiae Supporting Plaintiffs-Appellees, Brandt v. Rutledge, 
No. 21-2875 (8th Cir. Jan. 21, 2022); En Banc Brief for the United States as Amicus Curiae Supporting Plaintiff-
Appellee, Adams v. School Board of St. John’s County, No. 18-13592 (11th Cir. Nov. 26, 2021); Brief for the United 
States as Amicus Curiae Supporting Plaintiffs-Appellees, Corbitt v. Taylor, No. 21-10486 (11th Cir. Aug. 2, 2021). 
5 United States v. Virginia, 518 U.S. 515, 531 (1996) (“Parties who seek to defend gender-based government action 
must demonstrate an ‘exceedingly persuasive justification’ for that action.”) (quoting Mississippi Univ. for Women 
v. Hogan, 458 U.S. 718, 724 (1982)). 
6 Bostock v. Clayton Cnty., 140 S. Ct. 1731, 1741 (2020).  
7 Grimm, 972 F.3d at 608 (quoting City of Cleburne v. Cleburne Living Ctr., 473 U.S. 432, 441 (1985) (internal 
quotations omitted)).  
8 Bray v. Alexandria Women’s Health Clinic, 506 U.S. 263, 270 (1993) (“Some activities may be such an irrational 
object of disfavor that, if they are targeted, and if they also happen to be engaged in exclusively or predominantly by 
a particular class of people, an intent to disfavor that class can readily be presumed.”). 
9 Virginia, 518 U.S. at 533. 
10 Id. 
11 Miss. Univ., 458 U.S. at 730. 
12 Parham v. J.R., 442 U.S. 584, 602 (1979).   
13 See, e.g., Brandt v. Rutledge, 551 F. Supp. 3d 882, 891, 893 (E.D. Ark. 2021). 
14 42 U.S.C. § 18116. 
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programs and activities.15  Categorically refusing to provide treatment to a person based 
on their gender identity, for example, may constitute prohibited discrimination under 
Section 1557.  As the U.S. Department of Health and Human Services has stated, 
restricting an individual’s ability to receive medically necessary care, including gender-
affirming care, from their health care providers solely on the basis of their sex assigned at 
birth or their gender identity may also violate Section 1557.16   
 

• Title IX of the Education Amendments of 197217 prohibits sex discrimination, 
including sex-based harassment, by recipients of federal financial assistance that operate 
education programs and activities.18  Policies and practices that deny, limit, or interfere 
with access to the recipient’s education program or activity because students are 
transgender minors receiving gender-affirming care may constitute discrimination on the 
basis of sex in violation of Title IX. 
 

• The Omnibus Crime Control and Safe Streets Act of 196819 prohibits sex 
discrimination in certain law enforcement programs and activities receiving federal 
financial assistance.20  If a law enforcement agency takes a transgender minor who is 
receiving gender-affirming care into custody or arrests the child’s parents on suspicion of 
child abuse because the parents permitted such medical care, that agency may be 
violating the statute’s nondiscrimination provision. 
 

• Section 504 of the Rehabilitation Act of 197321 protects people with disabilities, which 
can include individuals who experience gender dysphoria.22  Restrictions that prevent, 
limit, or interfere with otherwise qualified individuals’ access to care due to their gender 

                                                 
15 See, e.g., Notification of Interpretation and Enforcement of Section 1557 of the Affordable Care Act and Title IX 
of the Education Amendments of 1972, reprinted at 86 Fed. Reg. 27,984 (May 25, 2021). 
16 U.S. Dep’t Health & Hum. Servs., Notice and Guidance on Gender Affirming Care, Civil Rights, and Patient 
Privacy (Mar. 2, 2022), https://www.hhs.gov/sites/default/files/hhs-ocr-notice-and-guidance-gender-affirming-
care.pdf. 
17 20 U.S.C. § 1681, et seq.  
18 See Karlan, supra note 2; see also Doe v. Snyder, --- F.4th ---, 2022 WL 711420, at *9 (9th Cir. Mar. 10, 2022); 
Grimm, 972 F.3d at 619. 
19 34 U.S.C. § 10101, et seq. 
20 See 34 U.S.C. § 10228(c)(1); see also Kristen Clarke, Assistant Attorney General, Civ. Rts. Div., U.S. Dep’t of 
Justice, Memorandum, Interpretation of Bostock v. Clayton County regarding the nondiscrimination provisions of 
the Safe Streets Act, the Juvenile Justice and Delinquency Prevention Act, the Victims of Crime Act, and the 
Violence Against Women Act (Mar. 10, 2022), https://www.justice.gov/crt/page/file/1481776/download.   
21 29 U.S.C. § 794.  Additionally, Title II of the Americans with Disabilities Act extends disability civil rights 
protections with respect to all programs, services and activities of state and local governments, regardless of the 
receipt of federal financial assistance.  See 42 U.S.C. § 12132. 
22 See, e.g., Doe v. Penn. Dep’t of Corrections, No. 1:20-cv-00023-SPB-RAL, 2021 WL 1583556, at *12 (W.D. Pa. 
Feb. 19, 2021), report and recommendation adopted in relevant part, 2021 WL 1115373 (W.D. Pa. March 24, 2021); 
Lange v. Houston Cnty., 499 F. Supp. 3d 1258, 1270 (M.D. Ga. 2020); Doe v. Mass. Dep’t of Correction, No. 1:17-
cv-12255-RGS, 2018 WL 2994403 at *6 (D. Mass. June 14, 2018); Blatt v. Cabela’s Retail, Inc., No. 5:14-CV-
04822, 2017 WL 2178123 (E.D. Pa. May 18, 2017). 
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dysphoria, gender dysphoria diagnosis, or perception of gender dysphoria may violate 
Section 504. 
 
All persons should be free to access the services, programs, and activities supported by 

federal financial assistance without fear that they might face unlawful discrimination for doing 
so.  Courts have held that many nondiscrimination statutes contain an implied cause of action for 
retaliation based on the general prohibition against intentional discrimination, and agencies have 
made this clear in regulations.23  Thus, any retaliatory conduct may give rise to an independent 
legal claim under the protections described above. 

 
* * * 

 
Thank you for your continued commitment to improving the well-being of children and 

their families.  The Department is always available to help ensure that state and local 
governments, many of which are recipients of federal financial assistance, meet their obligations 
under federal law.  Please feel free to contact the Department’s Civil Rights Division for 
assistance if you have further questions. 
 

 
Sincerely, 

 
 
 
 

 

                                                 

Kristen Clarke 
Assistant Attorney General 
Civil Rights Division 
U.S. Department of Justice 

23 See, e.g., Jackson v. Birmingham Bd. of Ed., 544 U.S. 167, 173 (2005) (“Retaliation against a person because that 
person has complained of sex discrimination is another form of intentional sex discrimination…”).  Examples of 
agency regulations that prohibit retaliation include 24 C.F.R. § 1.7(e) (Dep’t of Housing and Urban Development); 
34 C.F.R. § 100.7(e) (Dep’t of Education); 38 C.F.R. § 18.7(e) (Dep’t of Veterans Affairs); and 45 C.F.R. § 80.7(e) 
(Dep’t of Health and Human Services).  Other relevant regulations can be found in the Civil Rights Division’s Title 
VI Legal Manual.  Civ. Rts. Div., U.S. Dep’t of Justice, Title VI Legal Manual, Section VIII, 
https://www.justice.gov/crt/book/file/1364106/download. 

Case 4:22-cv-00325-RH-MAF   Document 84-1   Filed 01/25/23   Page 17 of 74



 
 

Attachment D 
 
 
 
 
 
 
 
 
 
 
 
 
 

Case 4:22-cv-00325-RH-MAF   Document 84-1   Filed 01/25/23   Page 18 of 74



Mission: 
To protect, promote & improve the health 
of all people in Florida through integrated 
state, county & community efforts. 

 

Ron DeSantis 
Governor 

 
Joseph A. Ladapo, MD, PhD 

State Surgeon General 

Vision: To be the Healthiest State in the Nation 

 

  
Florida Department of Health 
Office of the State Surgeon General 
4052 Bald Cypress Way, Bin A-00 • Tallahassee, FL 32399-1701 
PHONE: 850/245-4210 • FAX: 850/922-9453 
FloridaHealth.gov 

 
 

 

Treatment of Gender Dysphoria for Children and Adolescents 
April 20, 2022 

 
The Florida Department of Health wants to clarify evidence recently cited on a fact sheet released by 
the US Department of Health and Human Services and provide guidance on treating gender dysphoria 
for children and adolescents. 
 
Systematic reviews on hormonal treatment for young people show a trend of low-quality evidence, 
small sample sizes, and medium to high risk of bias. A paper published in the International Review of 
Psychiatry states that 80% of those seeking clinical care will lose their desire to identify with the non-
birth sex. One review concludes that "hormonal treatments for transgender adolescents can achieve 
their intended physical effects, but evidence regarding their psychosocial and cognitive impact is 
generally lacking."  
 
According to the Merck Manual, “gender dysphoria is characterized by a strong, persistent cross-
gender identification associated with anxiety, depression, irritability, and often a wish to live as a gender 
different from the one associated with the sex assigned at birth.” 
 
Due to the lack of conclusive evidence, and the potential for long-term, irreversible effects, the 
Department's guidelines are as follows: 
 

• Social gender transition should not be a treatment option for children or adolescents. 
 

• Anyone under 18 should not be prescribed puberty blockers or hormone therapy. 
 

• Gender reassignment surgery should not be a treatment option for children or adolescents. 
 

o Based on the currently available evidence, "encouraging mastectomy, ovariectomy, 
uterine extirpation, penile disablement, tracheal shave, the prescription of hormones 
which are out of line with the genetic make-up of the child, or puberty blockers, are all 
clinical practices which run an unacceptably high risk of doing harm."   

 
• Children and adolescents should be provided social support by peers and family and seek 

counseling from a licensed provider.  
 
These guidelines do not apply to procedures or treatments for children or adolescents born with a 
genetically or biochemically verifiable disorder of sex development (DSD). These disorders include, but 
are not limited to, 46, XX DSD; 46, XY DSD; sex chromosome DSDs; XX or XY sex reversal; and 
ovotesticular disorder. 
 
The Department’s guidelines are consistent with the federal Centers for Medicare and Medicaid 
Services age requirement for surgical and non-surgical treatment. These guidelines are also in line with 
the guidance, reviews, and recommendations from Sweden, Finland, the United Kingdom, and France.  
 
Parents are encouraged to reach out to their child’s health care provider for more information. 
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Collection Name Source Source Type Collection Method Name Status Collected Count Collected Size Description Scanned Count
Scanned Size 

Bytes Converted to GB Last Updated
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 3                         22,364,892       Search 1: @eog.myflorida.com 3                        22,364,892          0.021 12/09/2022 12:11:57
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 2                         713,946            Search 1: @flhealth.gov 2                        713,946               0.001 12/09/2022 12:11:22
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 676                     870,918,852     Search 4: mailto:HealthServiceResearch@ahca.myflorida.com 676                    870,918,852        0.811 12/09/2022 14:09:32
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 355                     697,199,318     Search 3:medical transition. social transition 2015-2018 355                    697,199,318        0.649 12/09/2022 16:40:01
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 582                     1,052,085,200  Search 3: medical transition. social transition 2018-2021 582                    1,052,085,200     0.980 12/09/2022 16:42:46
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 1,336                  1,787,334,153  Search 3:medical transition, social transition 2022- Present 1,336                 1,787,334,153     1.665 12/09/2022 16:46:41
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 430                     204,565,434     Search 2: Email addresses (To) 430                    204,565,434        0.191 12/09/2022 16:42:39
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 318                     101,164,056     Search 2: Email addresses (From) 318                    101,164,056        0.094 12/09/2022 16:40:47
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 15,562                 ############ Search 3: Gender Dysphoria 2022- present 15,562                12,956,069,828    12.066 12/13/2022 10:38:46
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 8,272                  9,696,668,710  Search 3:Gender Dysphoria 2015-2018 8,272                 9,696,668,710     9.031 12/13/2022 10:30:37
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 2,773                  7,066,872,111  Search 3: transsexual, sex change 2015-2018 2,773                 7,066,872,111     6.582 12/13/2022 10:23:21
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 1,702                  3,472,449,692  Search 3:transsexual, sex change 2019-2021 1,702                 3,472,449,692     3.234 12/13/2022 10:22:18
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 1,653                  2,642,234,556  Search 3: transsexual, sex change 2022- present 1,653                 2,642,234,556     2.461 12/13/2022 10:22:06
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 8,124                  9,934,489,090  Search 3:  gender reassignment, sexual reassignment 2015-2018 8,124                 9,934,489,090     9.252 12/13/2022 12:14:01
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 6,855                  ############ Search 3:  gender reassignment, sexual reassignment 2019-2021 6,855                 13,423,831,597    12.502 12/13/2022 11:53:46
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 4,622                  6,432,676,411  Search 3:gender reassignment, sexual reassignment 2022- present 4,622                 6,432,676,411     5.991 12/13/2022 11:27:49
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 698                     916,754,341     Search 3: gender-affirming, gender affirming 2015-2018 698                    916,754,341        0.854 12/13/2022 10:46:36
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 5,997                  7,157,877,747  Search 3:gender-affirming, gender affirming 2019-2021 5,997                 7,157,877,747     6.666 12/14/2022 11:12:53
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 4,863                  7,498,527,893  Search 3: transgender, gender transition 2015 4,863                 7,498,527,893     6.984 12/14/2022 11:00:10
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 16,574                 ############ Search 3: transgender, gender transition 2018 16,574                15,815,251,744    14.729 12/14/2022 11:46:55
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 8,651                  ############ Search 3: Gender Dysphoria 2019-2021 8,651                 13,968,353,624    13.009 12/15/2022 10:48:18
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 23,657                 ############ Search 3: transgender, gender transition 2016 23,657                31,784,523,389    29.602 12/15/2022 11:14:07
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Partial Success 37,136                 ############ Search 3: transgender 2022- present 37,136                35,476,961,218    33.040 12/15/2022 12:00:11
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 3,650                  4,376,817,626  Search 3: gender transition 2022- present 3,650                 4,376,817,626     4.076 12/15/2022 10:30:54
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 19,878                 ############ Search 3:gender-affirming 2022- present 19,878                18,912,273,385    17.613 12/15/2022 11:11:17
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 21,825                 ############ Search 3:gender affirming 2022- present 21,825                20,288,588,873    18.895 12/15/2022 11:22:59
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Failure -                      -                   Search 3: transgender 2017 -                     -                      0.000 12/15/2022 16:24:22
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 1,186                  1,147,034,600  Search 3: gender transition 2017 1,186                 1,147,034,600     1.068 12/15/2022 14:34:48
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Partial Success 12,939                 ############ Search 3: transgender 2019 12,939                14,839,748,448    13.821 12/15/2022 15:16:49
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 10,827                 ############ Search 3: transgender 2020 10,827                18,438,786,300    17.172 12/15/2022 16:56:26
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 20,080                 ############ Search 3: transgender 2021 20,080                31,919,969,896    29.728 12/15/2022 15:53:09
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 528                     1,003,240,603  Search 3: gender transition 2019 528                    1,003,240,603     0.934 12/15/2022 16:13:07
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 321                     544,132,085     Search 3: gender transition 2020 321                    544,132,085        0.507 12/15/2022 14:54:32
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Success 852                     1,776,291,879  Search 3: gender transition 2021 852                    1,776,291,879     1.654 12/15/2022 14:59:59
Dekker v Marstiller EV.Cloud EV.Cloud EV.Cloud Mail Archive Running -                      -                   Search 3: transgender 2017 (2) -                     -                      0 12/16/2022 11:46:18
Total:35 Collections 275.883

User: pierrel (pierrel) v10.1.0.2.0
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HORMONE SUPPRESSION THERAPY IN CHILDREN 
GAPMS DETERMINATION REPORT WITH RECOMMENDATION 

 
 
Date:   January 25, 2023 

To:  Justin Senior, Deputy Secretary for Medicaid 

From:  Bureau of Medicaid Policy   

Subject: Reproductive Hormone Suppression Therapy in Children 

 
PURPOSE 
 
In order for the use of Hormone suppression therapy in children to be covered under the Florida 
Medicaid program, must meet medical necessity criteria as defined in 59G-1.010, Florida 
Administrative Code. (F.A.C.), and be funded through the General Appropriations Act of Chapter 
216, Florida Statutes (F.S.). 

Pursuant to the criteria set forth in 59G-1.010, F.A.C., the use of hormone suppression therapy 
in children must be consistent with generally accepted professional medical standards (GAPMS) 
as determined by the Medicaid program, and not experimental or investigational. 

In accordance with the determination process established in rule 59G-1.035, F.A.C., the Deputy 
Secretary for Medicaid will make the final determination as to whether the use of hormone 
suppression therapy in children is consistent with generally accepted professional medical 
standards and not experimental or investigational.  
 
REPORT WITH RECOMMENDATION 
 
This report with recommendation is presented as the summary assessment considering the 
factors identified in 59G-1.035 F.A.C. based on the collection of information from credible 
sources of reliable evidence-based information. The intent is to provide a brief analysis with 
justification in support of the final recommendation.  
 
The analysis described in this report includes: 

• A high level review of relevant disease processes 
• An overview of the health service information  
• Confirmation of clearance from the government regulatory body  
• Evidence based clinical practice guidelines  
• A review of the literature considered by the relevant medical community or practitioner 

specialty associations from credible scientific evidence-based literature published in peer 
reviewed journals, and consensus of coverage policy from commercial and other state 
Medicaid insurers.  
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HEALTH SERVICE SUMMARY 
 
Hormones 
 
Hormones are important chemical messengers in the body that effectively transfer signals and 
instructions from one set of cells to another.  Hormones are secreted into the bloodstream by a 
collection of glands inside the body referred to as the endocrine system.  A gland is a group of 
cells that produces and secretes chemicals into the body. The major glands that make up the 
endocrine system include the hypothalamus, pituitary gland, thyroid and parathyroid, adrenals, 
pineal body, and the ovaries and testes. 
 
In a laboratory setting hormones are produced synthetically and are prescribed by physicians to 
treat disease or hormone deficiencies. An instance where synthetic hormones may be needed is 
when an individual has their thyroid gland surgical removed, a practitioner may prescribe 
synthetic thyroid hormones to replace those that their body can no longer produce. 
 
Over fifty different hormones have been identified in the human body, and more are still being 
discovered. Hormones influence and regulate practically every cell, tissue, organ, and function 
of the body, including growth, development, metabolism, homeostasis, and sexual and 
reproductive function.16 

 
Reproductive Hormones 
 
The hormones commonly considered as reproductive hormones in the body are testosterone, 
estrogen, and progesterone. Testosterone is often referred to as a male hormone, and estrogen 
and progesterone are often referred to as female hormones. However, there are no exclusively 
male or female hormones that have been identified. All hormones characterized to date are 
present in all people regardless of sex, as are the receptor mechanisms that respond to those 
hormones. The physical manifestations of gender result from differences in the amounts of 
individual hormones in the body and differences in their patterns of secretion, first in utero and 
then again during puberty.  In other words, testosterone, estrogen, and progesterone are 
produced by men and women, but in differing amounts and in different patterns16 

 
Reproductive Hormone Suppression Therapy 
 
There are many disease processes in which increased levels of reproductive hormones are 
released.  They include, but are not limited to, prostate cancer, breast cancer, severe 
endometriosis, and central precocious puberty.  To address this over secretion of reproductive 
hormones several medications have been design to aide in limiting hormone levels.  There are a 
number of medications used to suppress puberty, which all use the same mechanism of action, 
gonadotropin-releasing hormone (GnRH) agonists.  Agonists by definition function to stop 
receptors from meeting up with the appropriate transmitter.  For a hormone to perform it’s 
primary function in the brain and body, it must find the correct receptor to transmit its response; 
the GnRH agonists prevent this natural cycle.16 

 
Government Regulatory Body Approval 
 
The Food and Drug Administration (FDA) has approved seven drugs for the purpose of 
hormone suppression, three (indicated by an “*”) of which are approved for use under 18 years 
of age.  They are Lupron, Zoladex, Trelstar, Vantas, Eligard, Synarel, and Supprelin.  Each of 
these drugs has specific indications for use and dosing information.  They are as follows: 
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• Lupron*:    
o Indications for use- palliative treatment of advanced prostatic cancer and central 

precocious puberty. 
o Pediatric use: LUPRON DEPOT formulations are not indicated for use in 

children. LUPRON DEPOT PED® is indicated for use in children with central 
precocious puberty. 

o Dosage: 7.5mg, 11.25mg or 15mg intramuscular once a month.  11.25mg or 
30mg intramuscular every 3 months 38 

• Zoladex: 
o Indications for use-Prostate cancer, endometriosis, endometrial-thinning prior to 

endometrial ablation for dysfunctional uterine bleeding, palliative treatment for 
advanced breast cancer in pre and peri-menopausal women. 

o Pediatric use: No information available for use in Pediatric Patients.43 
• Trelstar: 

o Indications for use- palliative treatment of advanced prostate cancer. 
o Pediatric use: Safety and effectiveness in pediatric patients have not been 

established.39 
• Vantas: 

o Indications for use- palliative treatment of advanced prostate cancer. 
o Pediatric use: Vantas is not indicated for use in pediatric patients.42 

• Eligard: 
o Indications for use- palliative treatment of advanced prostate cancer. 
o Pediatric use: Safety and effectiveness in pediatric patients have not been 

established.37 
• Synarel*: 

o Indications for use- central precocious puberty (CPP) (gonadotropin-dependent 
precocious puberty) in children of both sexes and endometriosis. 

o Pediatric use: Safety and effectiveness of SYNAREL for endometriosis in 
patients younger than 18 years have not been established.41 

• Supprelin*: 
o Indications for use- central precocious puberty in males and females 
o Dosage and administration- 50mg subcutaneous implant every 12 months. 

Discontinuation of Supprelin should be considered at the appropriate time point 
for the onset of puberty (approximately 11 years for females and 12 years for 
males). 

o Pediatric use: Safety and effectiveness in pediatric patients below the age of 2 
years have not been established.  The use of Supprelin in children under 2 years 
is not recommended.40 

Additionally, these medications have approved off label uses.  This permits usage in other than 
the approved FDA indications.  These approved off label uses are compiled in three compendia: 
American Hospital Formulary Service Drug Information (AHFS), United States Pharmacopeia-
Drug Information (or its successor publications), and DRUGDEX Information System.6  The 
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three drugs that are approved for use under the age of 18 have the following compendia 
authorizations: 

• Lupron: 
o Breast Cancer 
o In vitro fertilization 
o Ovarian Cancer 
o Premenstrual syndrome 
o Prostate cancer 
o Prostate cancer, Neoadjuvant treatment 
o Uterine leiomyoma 

• Synarel: 
o Benign prostatic hyperplasia 
o Contraception, Female; prophylaxis 
o Contraception, Male; prophylaxis 
o Crohn’s disease 
o Hirsutism 
o In vitro fertilization 
o Uterine leiomyoma 

• Supprelin: 
o Acute intermittent porphyria 
o Endometriosis 
o Female infertility; Adjunct 
o Polycystic ovary syndrome 
o Uterine leiomyoma 

 
LITERATURE REVIEW 
 
This analysis summarizes information obtained from scientific literature published in credible 
peer-reviewed journals related to the use of reproductive hormone suppression therapy in 
children. This section also briefly cites the positions from the relevant medical societies, and 
summarizes the key articles referenced in support of their positions. 
 
Reproductive Cancer 
 
Research shows that suppression of reproductive hormones in treatment of cancers such as 
prostate, breast, and ovarian can decrease the recurrence rate or tumor size.  The use of 
reproductive hormone suppression therapy has been the standard of care in the treatment of 
these cancers for 15-20 years.  While there are significant health risks such as sterilization, it 
has long been established that the benefits outweigh the risks. 
 
Jain, S., et al (July 2015) published a literature review on the role of ovarian suppression in 
premenopausal women that concluded that numerous prior studies have convincingly shown a 
clear benefit from adjuvant endocrine therapy; however, the additional toxicities of ovarian 
suppression should be considered.19, 9, 49 
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Liu, J., et al (March 2015) conducted a population-based study evaluating whether breast 
cancer patients with an estrogen receptor (ER) or progesterone receptor (PR) status had an 
increased risk of developing endometrial cancer secondary to the use of hormone suppression 
therapy.  The study concluded that regardless of type, patients with previous history of invasive 
breast cancer have higher risk of developing a subsequent endometrial cancer, indicating the 
risk was not increased due to hormone suppression therapy.22 

 
Central Precocious Puberty 
 
Central precocious puberty (CPP) develops due to premature pubertal changes and rapid bone 
development.  CPP is associated with lower adult height and increased risk for development of 
psychological problems.   
 
Fuqua, J.S. (March 2013) stated that the standard treatment for CPP is GnRH analogs.  
Although there are many different analogs with different routes of administration, the primary 
agent in the United States for many years was depot intramuscular injections administered 
every four weeks, but in the last ten years, a subdermal or under the skin implant has been 
developed, which has been shown to be effective for up to two years.13, 33, 35 

 
Wojniusz, S., et al (July 2016) researchers explored the difference in cognitive function, 
behavior, emotional reactivity, and psychosocial problems between young females treated with 
GnRH and age-matched controls.  They concluded that young females treated with GnRH do 
not differ in their cognitive functioning, behavioral, and social problems from their same age 
peers in settings that do not involve emotional processing.  However, they did find a significant 
difference in heart rate that increased with treatment duration and suggested a follow-up study 
with an emphasis on cardiac health.48 

 

Reproductive hormone suppression therapy has been the standard of care for CPP for 15-20 
years; as such most research is not current. 
 
Gender Dysphoria 
 
The Diagnostic and Statistical Manual of Mental Disorders (2013) describes gender dysphoria 
(GD) as an individual’s affective or cognitive discontent with their assigned gender (gender at 
birth). GD refers to the distress that may accompany the incongruence between the individual’s 
experienced or expressed gender and their assigned gender.  Evidence of this distress is the 
hallmark of the disorder.  The diagnostic criteria are divided into a category for children and a 
category for adolescents and adults.  The disorder is manifested differently as an individual 
ages’ or enters different developmental stages.  Both categories require marked incongruence 
between the individual’s experienced or expressed gender and their assigned gender of a least 
a six months’ duration and clinically significant distress or impairment in social, school 
(occupation for adults), or other important areas of functioning. 
 
Diagnostic criteria in children include: a strong desire to be the other gender or an insistence 
that they are the other gender; a preference for wearing clothing associated with the other 
gender; preference for cross gender roles in simulated play; preference for toys games, or 
activities usually associated with the other gender; preference for playmates of the other 
gender; and the dislike of their sexual anatomy. 
 
In adults and adolescents, diagnostic criteria include: a strong desire to be and to be treated as 
the other gender; a strong desire to have the sex characteristics of the other gender (or for 
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adolescents the wish to prevent the development of them); and a conviction that they have the 
typical feelings and reactions of the other gender.11 

 
Vrouenrarts, L.J., et al (April 2015) conducted a qualitative study to identify considerations from 
proponents and opponents of early treatment of children and adolescents with gender dysphoria 
(GD).  The article states that although the Endocrine Society and the World Professional 
Association for Transgender Health published guidelines for the treatment of adolescents 
diagnosed with GD in actual practice there is no consensus on whether to use these early 
medical interventions.  The article concluded that more systematic interdisciplinary and 
(worldwide) multicenter research is required.45, 17, 20, 21, 24, 44  

 
Kreukels, B.P. and Cohen-Kettenis, P.T. (August 2011) conducted research on puberty 
suppression in gender identity disorder (currently known as GD) and compared the views of the 
proponents of early treatment verse the concerns expressed by physicians.  The concerns of 
physicians include risk of misdiagnosis, long-term physical consequences such as sterilization, 
effects on bone-mass development, height, body segment disproportion, metabolism, and brain 
development.  Proponents argued misdiagnosis risk reduces if treatment is delayed until 
reaching the initiation of puberty, the risk of poor decision making in adolescence is worse when 
they act out in despair, the effects on bone development are neutralized when cross-sex 
hormones are initiated, there is no proof of negative effects on brain development, and the 
overwhelming opinion that early intervention is viewed as harm reduction secondary to 
prevention of an appearance that could provoke abuse and stigmatization.  The review 
concluded that more systematic research in this area is needed to determine the safety of the 
approach.18, 14, 17, 20, 21, 24, 27, 44 

 
Evidence-Based Clinical Practice Guidelines 
 
The American Academy of Pediatrics put out a consensus statement on the use of GnRH 
analogs in children (March 2009).  They concluded that GnRH use was undisputed in the 
treatment of CPP early-onset (<6 years old).  However, the use of GnRH for conditions other 
than CPP requires additional investigation and cannot be suggested routinely.3 

 
The Endocrine Society published guidelines for the endocrine treatment of transsexual persons 
(September 2009).  The society concluded that transsexual persons seeking to develop the 
physical characteristics of the desired gender require safe, effective hormone regimen that will 
1) suppress endogenous hormone secretion determined by the person’s genetic/biological sex 
and 2) maintain sex hormone levels within the normal range for the person’s desired gender.  
They recommend that a mental health professional make the referral and participate in ongoing 
care and an endocrinologist must confirm the diagnostic criteria.  They do not recommend 
endocrine treatment of prepubertal children.  The recommendations are as follows: 

• Treatment of transsexual adolescents (Tanner stage 2, generally achieved around 12 
years) by suppressing puberty with GnRH analogues until age 16 years. 

• Initiation of cross-sex hormones at age 16 years with continued suppression of biological 
sex hormones. 

• Maintaining physiologic levels of gender-appropriate sex hormones and monitoring for 
known risks throughout adulthood.15, 14, 27 
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COVERAGE POLICY 
 
Florida Medicaid Program 
 
Florida Medicaid covers hormone suppression for all FDA approved use.  Florida Medicaid has 
an off label use criteria for the authorization of drugs.  The policy has three criteria that must all 
be met for authorization. 

1. Documentation submitted with trial and failure or intolerance to all FDA- approved 
medications for the indication AND 

2. Phase III clinical studies published in peer review journals to support the non-FDA 
approved use AND 

3. Usage supported by publications in peer reviewed medical literature and one or more 
citations in at least one of the following compendia: 

a. American Hospital Formulary Service Drug Information (AHFS) 
b. United States Pharmacopeia-Drug Information (or its successor publications) 
c. DRUGDEX Information System1 

 
Medicare 
 
Medicare covers hormone suppression for all FDA approved use.  The Medicare Benefit Policy 
Manual, chapter 15, page 15, subsection 50.4.2, discusses the unlabeled use of a drug.  The 
policy states that “FDA approved drugs used for indications other than what is indicated on the 
official label may be covered under Medicare if the carrier determines the use to be medically 
accepted, taking into consideration the major drug compendia, authoritative medical literature 
and/or accepted standards of medical practice.”5 

 
State Medicaid Programs 
 
All state Medicaid programs cover hormone suppression therapy for the approved FDA 
indications and when the criteria for off label use is met.  However, only four states have 
expressly stated they cover hormone suppression for use in the treatment of gender dysphoria.  
These states are Colorado, Maryland, Rhode Island and Washington.   
 
In Colorado, services for Medicaid recipients who have a diagnosis of gender dysphoria (GD) or 
a history of a diagnosis of GD include: behavioral health care, gonadotropin-releasing hormone 
(GnRH) analogs/agonists, cross-sex hormone therapy, gender confirmation surgery, and pre- 
and post-operative care.   
 
In Maryland, GnRH treatment is approved at the pharmacy point of sale if the recipient has GD 
diagnosis.   
 
In, Rhode Island covered services for recipients less than 18 years of age include: behavioral 
and medical heath, pharmacological and hormonal therapy to delay physical changes of puberty 
(requires prior authorization), and pharmacological and hormonal therapy that is non-reversible 
and produces masculinization or feminization (requires prior authorization).   
 
Washington State expanded services in June 2015 for its GD treatment to include: mental 
health services, puberty-blocking therapy for youths, hormonal therapy, and gender 
reassignment surgery. 
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GENERALLY ACCEPTED PROFESSIONAL MEDICAL STANDARDS RECOMMENDATION 
 
This report recommends the use of hormone suppression therapy in children as a health service 
that is consistent with generally accepted professional medical standards for the approved FDA 
indications, as well as the off label use when the criteria has been met.  Hormone suppression 
therapy has been demonstrated to be an effective treatment option for central precocious 
puberty and reproductive cancers.  
 
____Concur   ____Do not Concur 
 
 
Comments: 
 
 
____________________________________________________________________________

____________________________________________________________________________

____________________________________________________________________________ 

  

___________________________________      ___________ 
Deputy Secretary for Medicaid (or designee)      date 
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