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Disclaimer

Clinical guidelines are developed and adopted to establish evidence-based clinical criteria for
utilization management decisions. Clinical guidelines are applicable according to policy and plan
type. The Plan may delegate utilization management decisions of certain services to third parties who

may develop and adopt their own clinical criteria.

Coverage of services is subject to the terms, conditions, and limitations of a member’s policy, as well
as applicable state and federal law. Clinical guidelines are also subject to in-force criteria such as the
Centers for Medicare & Medicaid Services (CMS) national coverage determination (NCD) or local
coverage determination (LCD) for Medicare Advantage plans. Please refer to the member’s policy
documents (e.g., Certificate/Evidence of Coverage, Schedule of Benefits, Plan Formulary) or contact

the Plan to confirm coverage.

Summary

This coverage policy complies with lllinois Insurance Code Section 356z.60 regarding coverage for

hormonal therapy medication used to treat gender dysphoria. Hormone therapy is used to induce
physical changes in alignment with a person's gender identity as part of medically necessary gender-
affirming care. Coverage will be provided for hormonal therapy medications approved by the FDA for

gender dysphoria, including off-label use as required by lllinois Insurance Code Section 356z.60.

Table 1: Common Hormonal Medications Used for Gender Affirming Therapy

Medication” Brand Name Examples Formulations
Testosterone
Testosterone cypionate Depo-Testosterone Injectable



https://www.ilga.gov/legislation/ilcs/fulltext.asp?DocName=021500050K356z.60

Testosterone enanthate Delatestryl Injectable

Testosterone undecanoate Aveed Injectable

Testosterone gel Androgel, Fortesta, Testim | Transdermal

Testosterone patch Androderm Transdermal
Estrogens

Estradiol Estrace, Estraderm, Elestrin | Oral, patch, gel

Ethinyl estradiol Estinyl Oral

Conjugated estrogens Premarin Oral
Anti-androgens

Spironolactone Aldactone Oral

Cyproterone acetate® Androcur® Oral

gonadotropin releasing hormone (GnRH) agonists

Lupron, Zoladex

Injectable, implant

5-alpha reductase inhibitors (e.g., finasteride,

dutasteride)

Propecia, Proscar

Oral

“not all-inclusive

*not available in the US

Definitions

“FDA" refers to the U.S. Food & Drug Administration, a federal agency responsible for the safety and

efficacy of drugs, medical devices, and more.

“Formulary” means a list of medications available to members with or without Prior Authorization.

"Hormonal therapy medication" means medications administered to alter physical characteristics as

part of gender-affirming medical treatment. This includes medications to feminize or masculinize features

and suppress endogenous sex hormone secretion.




"Off-label use” refers to the use of a drug or medical device for a purpose or in a manner that is not
included in the approved product labeling. This includes:
e Using an approved drug or device for a different indication, age group, dosage, or route of
administration than what is specified in the FDA-approved labeling
e Prescribing a medication at a different dose than the dose specified in the approved labeling

e Prescribing a medication for longer than the approved duration

“Therapeutic Equivalent Version” refers to different products that are expected to have the same
clinical effect and safety profile when given in equivalent doses. Refer to The lllinois Insurance Code (215

ILCS 5/356z.60) for the actual and full text as used in Section 356z.60.

Coverage Criteria

The requested hormonal therapy medication will be covered at $0 member cost share when the

following criteria are met:
1. The medication is U.S. FDA-approved or prescribed off-label for gender dysphoria; AND
2. The requested medication is EITHER:
a. on the Plan's Formulary; or
b. the attending provider deems it medically necessary; AND
3. The attending provider provides documentation supporting the medical necessity of the

requested medication.

If the above criteria are met, the requested product will be authorized at $0 cost share for up to 12

months or the duration deemed medically necessary by the attending provider, whichever is

greater.
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