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PURPOSE:

The intent of this Gender Dysphoria Treatment; Gonadotropin Releasing Hormone Analogues Pharmacy
Clinical Policy is to ensure services are medically necessary.

Please refer to the member’s benefit document for specific information. To the extent there is any
inconsistency between this policy and the terms of the member’s benefit plan or certificate of coverage,
the terms of the member’s benefit plan document will govern.

POLICY:

Benefits must be available for health care services. Health care services must be ordered by a provider.
Health care services must be medically necessary, applicable conservative treatments must have been
tried, and the most cost-effective alternative must be requested for coverage consideration.

This policy refers to the following gonadotropin releasing hormone analog (GnRH analog) drug products:

Camcevi (leuprolide mesylate)

Eligard (leuprolide acetate (for depot suspension))
Fensolvi® (leuprolide acetate)
Firmagon® (degarelix)

Leuprolide

Lupron Depot® (leuprolide acetate)
Lupron Depot-PED® (leuprolide acetate)
Supprelin® LA (histrelin acetate)
Trelstar® (triptorelin pamoate)
Triptodur® (triptorelin)

Zoladex® (goserelin acetate)

GUIDELINES:
Medical Necessity Criteria - Must satisfy one the following: | - llI

I.  Prior to initiation of GNRH analogues used as puberty suppressing hormonal therapy in the treatment
of gender dysphoria, the following minimum criteria must be met: A-D

A. Diagnosis of gender dysphoria, according to the current DSM (i.e., DSM-5) criteria, by a qualified
mental health professional with expertise in child and adolescent psychiatry; and

B. Medication is prescribed by or in consultation with an endocrinologist or a medical provider
experienced in gender dysphoria hormone therapy; and

C. The adolescent must have reached Tanner Stage 2 or above (see Attachment A); and
D. A letter from the prescriber and/or formal documentation stating all of the following: 1-4

1. Patient has experienced pubertal changes that have resulted in an increase of their gender
dysphoria that has significantly impaired psychological or social functioning; and

2. Coexisting psychiatric and medical comorbidities or social problems that may interfere with the
diagnostic procedures or treatment have been addressed or removed; and
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3. Both of the following: a and b
a. Current enrollment, attendance, and active participation in psychological and social support
treatment program; and
b. Patient will continue enroliment, attendance and active participation in psychological and
social support throughout the course of treatment; and

4. Patient demonstrates knowledge and understanding of the expected outcomes of treatment
and related transgender therapies.

[I. Prior to initiation of GNRH analogues used as adjunct for gender-affirming hormonal therapy for
transgender adults, the following minimum criteria must be met: A-F

A

Diagnosis of gender dysphoria, according to the current DSM (i.e., DSM-5) criteria, by a mental
health professional; and

Medication is prescribed by, or in consultation with, an endocrinologist or a medical provider
experienced in transgender hormone therapy; and

Gonads (i.e., testes, ovaries) have not been removed and are functional (e.g., hormone
producing); and

Patient is currently receiving hormonal gender reassignment therapy (e.g., testosterone,
estrogens, progesterones) to achieve the desired (e.g., non-natal) gender; and

Inability of cross sex hormone therapy to inhibit natal secondary sex characteristics, LH, or
gonadotropins (e.g., menses, testosterone);and

A letter from the prescriber and/or formal documentation stating all of the following:1-4
1. Transgender patient has identified goals of gender-affirming hormone therapy; and

2. Coexisting psychiatric and medical comorbidities or social problems that may interfere with
the diagnostic procedures or treatment have been addressed or removed; and

3. Both of the following: a and b
a. Current enroliment, attendance, and active participation in psychological and social support
treatment program; and
b. Patient will continue enroliment, attendance and active participation in psychological and
social support throughout the course of treatment; and

4. Patient demonstrates knowledge and understanding of the expected outcomes of treatment
and related transgender therapies.

[ll. Continuation request — Allow up to an additional 12 months
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EXCLUSIONS (not limited to):
Refer to member’s Certificate of Coverage or Summary Plan Description.

DEFINITIONS:

Gender dysphoria or gender identity disorder

Is defined as evidence of a strong and persistent cross-gender identification, which is the desire to be, or
the insistence that one is of the other gender. Persons with this disorder experience a sense of discomfort
and inappropriateness regarding their anatomic or genetic sexual characteristics.

Gender reassignment
Refers to the hormonal and surgical reassignment of gender dysphoric persons.

Gonadotropin releasing hormone (GnRH) analogues (agonists and antagonists)

Synthetic drugs similar to natural GnRH. There are two main types: agonists and antagonists.

¢ Agonists stimulate the pituitary gland to secrete follicle stimulating hormone (FSH), luteinizing
hormone (LH) secretion. Unlike natural GnRH, which is secreted in a pulsatile manner, synthetic
agonists have a constant pharmacokinetic action. They are usually administered via nasal spray or
via injection

e Antagonists also suppress FSH and LH production, but unlike agonists, they do so without the initial
stimulation. Antagonists are usually injected.

Hormonal gender reassignment

Refers to the administration of androgens (male hormones) to genetic females and estrogens and/or
progesterones (female hormones) to genetic males for the purpose of effecting somatic changes
(softening of skin, hair growth, breast development etc.) in order to more closely approximate the physical
appearance of the other gender.

Puberty suppression
Refers to the administration of GhnRH analogues to suppress estrogen or testosterone production and
consequently delay the physical changes of puberty.
¢ Adolescents with male genitalia should be treated with GnRH analogues, which stop luteinizing
hormone secretion and therefore testosterone secretion. Alternatively, they may be treated with
progestins (such as medroxyprogesterone) or other medications (such as spironolactone) that
block testosterone secretion and/or neutralize testosterone action.
e Adolescents with female genitalia should be treated with GnRH analogues, which stop the
production of estrogens and progesterone. Alternatively, they may be treated with progestins
(such as medroxyprogesterone). Continuous oral contraceptives (or depot medroxyprogesterone)
may be used to suppress menses.

Qualified mental health professional:
The following are the minimum credentials for mental health professionals who work with adults
presenting with gender dysphoria:
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e A master’s degree or its equivalent in a clinical behavioral science field

e Competence in using the Diagnostic Statistical Manual of Mental Disorders and/or the
International Classification of Diseases for diagnostic purposes

¢ Ability to recognize and diagnose co-existing mental health concerns and to distinguish these
from gender dysphoria

o Documented supervised training and competence in psychotherapy or counseling

¢ Knowledge about gender nonconforming identities and expressions, and the assessment and
treatment of gender dysphoria

¢ Continuing education in assessment and treatment of gender dysphoria

The following are desired credentials but are not required:

e Cultural competence to facilitate their work with transsexual, transgender, and gender
nonconforming clients, e.g. knowledgeable about community, advocacy and public policy issues
relevant to these clients and their families

¢ Knowledge about sexuality, sexual health concerns, and the assessment and treatment of sexual
disorders

BACKGROUND:
Gender dysphoria or gender identity disorder is not the same condition that occurs in patients suffering
from genetic or hormonal abnormalities, or ambiguous genitalia.

Prior Authorization: Yes, per network provider agreement - up to 12 months. This is subject to the
member’s contract benefits.

CODING:

When billed with the following ICD-10 diagnosis codes:
F64.0 transsexualism

F64.1 dual role transvestism

F64.2 gender identify disorder of childhood

F64.8 other gender identity disorders

F64.9 gender identify disorder, unspecified

Z87.890 personal history of sex reassignment status

HCPCS - 2023

J1675 injection, histrelin acetate, 10mcg

J1950 Injection, leuprolide acetate (for depot suspension), per 3.75 mg
J1951 Injection, leuprolide acetate for depot suspension (Fensolvi), 0.25 mg
J1952 Injection, leuprolide, Camcevi, 1 mg

J1954 Injection, leuprolide depot, Lutrate, 7.5 mg

J3315 Injection, triptorelin pamoate, 3.75 mg

J3316 Injection, triptorelin, extended-release, 3.75 mg

J9155 Injection, degarelix, 1 mg

J9202 Goserelin acetate implant, per 3.6 mg

J9217 Leuprolide acetate (for depot suspension), 7.5 mg

J9218 Leuprolide acetate, per 1 mg

J9219 Leuprolide acetate implant, 65 mg

J9226 Histrelin implant (Supprelin LA), 50 mg
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Attachment A — Sexual maturity rating (Tanner stages) of secondary sexual characteristics

Boys - Development of external genitalia

Stage 1: Prepubertal
Stage 2: Enlargement of scrotum and testes; scrotal skin reddens and changes in texture
Stage 3: Enlargement of penis (length at first); further growth of testes

Stage 4: Increased size of penis with growth in breadth and development of glans; testes and scrotum

larger, scrotal skin darker

Stage 5: Adult genitalia

Girls - Breast development

Stage 1: Prepubertal

Stage 2: Breast bud stage with elevation of breast and papilla; enlargement of areola
Stage 3: Further enlargement of breast and areola; no separation of their contour
Stage 4: Areola and papilla form a secondary mound above level of breast

Stage 5: Mature stage: projection of papilla only, related to recession of areola

Boys and girls - Pubic hair

Stage 1: Prepubertal (the pubic area may have vellus hair, similar to that of forearms)

Stage 2: Sparse growth of long, slightly pigmented hair, straight or curled, at base of penis or along

labia
Stage 3: Darker, coarser and more curled hair, spreading sparsely over junction of pubes

Stage 4: Hair adult in type, but covering smaller area than in adult; no spread to medial surface of
thighs

Stage 5: Adult in type and quantity, with horizontal upper border

Retrieved from Biro FM, Chan YM. Normal puberty. (Topic 5849, Version 49.0; last updated: 02/02/23) In: Hoppin AG, ed.
UpToDate. Waltham, Mass.: UpToDate; 2022. www.uptodate.com. Accessed 04-12-23.




Nondiscrimination & Language Access Policy ﬂ/’:gﬂ&gs

Discrimination is Against the Law. Aspirus Health Plan, Inc. complies with applicable Federal civil rights laws and does not discriminate on
the basis of race, color, national origin, age, disability, or sex, (including sex characteristics, including intersex traits; pregnancy or related
conditions; sexual orientation, gender identity and sex stereotypes), consistent with the scope of sex discrimination described at 45 CFR
§92.101(a)(2). Aspirus Health Plan, Inc. does not exclude people or treat them less favorably because of race, color, national origin, age,
disability, or sex.

Aspirus Health Plan, Inc.:
Provides people with disabilities reasonable modifications and free appropriate auxiliary aids and services to communicate effectively with
us, such as:
- Qualified sign language interpreters.
- Written information in other formats (large print, audio, accessible electronic formats, other formats).
Provides free language assistance services to people whose primary language is not English, which may include:
- Qualified interpreters.
- Information written in other languages.

If you need reasonable modifications, appropriate auxiliary aids and services, or language assistance services, contact the Nondiscrimination
Grievance Coordinator at the address, phone number, fax number, or email address below.

If you believe that Aspirus Health Plan, Inc. has failed to provide these services or discriminated in another way on the basis of race, color,
national origin, age, disability, or sex, you can file a grievance with:

Nondiscrimination Grievance Coordinator
Aspirus Health Plan, Inc.

PO Box 1890

Southampton, PA 18966-9998

Phone: 1-866-631-5404 (TTY: 711)

Fax: 763-847-4010

Email: customerservice@aspirushealthplan.com

You can file a grievance in person or by mail, fax, or email. If you need help filing a grievance, the Nondiscrimination Grievance Coordinator is
available to help you.

You can also file a civil rights complaint with the U.S. Department of Health and Human Services, Office for Civil Rights, electronically
through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at:

U.S. Department of Health and Human Services
200 Independence Avenue, SW

Room 509F, HHH Building

Washington, D.C. 20201

1.800.368.1019, 800.537.7697 (TDD)

Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html. This notice is available at Aspirus Health Plan, Inc.’s website:
https://aspirushealthplan.com/webdocs/70021-AHP-NonDiscrim_Lang-Assist-Notice.pdf.

Language Assistance Services
Albanian: KUJDES: Nése flitni shqip. pér ju ka né dispozicion shérbime té asistencés gjuhésore. pa pagesé. Telefononi né 1-800-332-6501 (TTY: 711).
(711 : 2l s aall Ciila 23 5)1-800-332-6501ldl &8 A=) o ol Ulae ol Salie 4y ol see Lol Silead (8 cAgy jall 420l Coaas CuS 13): g0l Arabic
French: ATTENTION: Si vous parlez francais. des services d'aide linguistique vous sont proposés gratuitement. Appelez le 1-800-332-6501 (ATS: 711).

German: ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zurVerfiigung. Rufimmmer: 1-800-332-6501
(TTY: 711).

Hindi: A< 9 & Mg dIed §_ < ofM9es [-aU g dH_ YT YRl 3141 39d_4 §_11-800-332-6501 (TTY: 711) TR HId F_|

Hmong: LUS CEEV: Yog tias koj hais lus Hmoob. cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 1-800-332-6501 (TTY: 711).

Korean: F8|: THE0{ & AIE3HA £ 2 A0 X3 ME| 2§ RE2 0|23H £= Q& LITH1-800-332-6501 (TTY: 711)H2 2 H3lsl T AL,
Polish: UWAGA: Jezeli méwisz po polsku, mozesz skorzystac¢ z bezplatnej pomocy jezykowej. Zadzwon pod numerl1-800-332-6501 (TTY: 711).

Russian: BHITMAHITE: EcIH BB TOBOPHTE Ha PYCCKOM A3EBIKe. TO BaM JOCTYIIHEI OecIIaTHEIE YCIYTH IlepeBoda. 3BoHHTe 1-800-332-6501 (TemeTaiim:
711).

Spanish: ATENCION: si habla espaiiol. tiene a su disposicién servicios gratuitos de asistencia lingiiistica. Llame all-800-332-6501 (TTY: 711).

Tagalog: PAUNAWA: Kung nagsasalita ka ng Tagalog. maaari kang gumamit ng mga serbisyo ng tulong sa wika nangwalang bayad. Tumawag sa 1-800-
332-6501 (TTY:711).

Traditional Chinese: £ = : INFWERAERPI, e Ll BESESERE. 3= 2E 1-800-332-6501 (TTY: 711)
Vietnamese: CHU Y: Néu ban néi Tiéng Viét, ¢6 cac dich v ho trg ngon ngir mién phi danh cho ban. Goi s6 1-800-332-6501 (TTY: 711).

Pennsylvania Dutch: Wann du Deitsch (Pennsylvania German / Dutch) schwetzscht. kannscht du mitaus Koschte ebbergricke. ass dihr helft mit die
englisch Schprooch. Ruf selli Nummer uff: Call 1-800-332-6501 (TTY: 711).

Lao: 100g70: 1707 11IDC5MWIZ 970, MLLSNILRLBDEGWIZY LostcS e, cuvDwsn i, Tns 1-800-332-6501 (TTY: 711).
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