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Reference number(s) 

976-A 

Initial Prior Authorization 
Azmiro, Depo-Testosterone 

Testosterone Products – Injectable 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and strengths unless 
otherwise stated. Over-the-counter (OTC) products are not included unless otherwise stated. 

Brand Name Generic Name Dosage Form 

Azmiro testosterone cypionate injection 

Depo-Testosterone testosterone cypionate  injection 

Indications 

FDA-approved Indications 

Azmiro 
Azmiro is indicated for testosterone replacement therapy in males in conditions associated with a deficiency or absence 
of endogenous testosterone: 

• Primary hypogonadism (congenital or acquired): testicular failure due to conditions such as cryptorchidism, 
bilateral torsion, orchitis, vanishing testis syndrome; or orchiectomy, Klinefelter’s syndrome, or toxic 
damage from alcohol or heavy metals, chemotherapy, or toxic damage from alcohol or heavy metals. These 
men usually have low serum testosterone concentrations and gonadotropins (follicle stimulating hormone 
(FSH), luteinizing hormone (LH)) above the normal range. 

• Hypogonadotropic hypogonadism (congenital or acquired): gonadotropin or luteinizing hormone-releasing 
hormone (LHRH) deficiency, or pituitary-hypothalamic injury from tumors, trauma, or radiation. These men 
have low testosterone serum concentrations but have gonadotropins in the normal or low range. 

Limitations of Use 

• Safety and efficacy of Azmiro in men with “age-related hypogonadism” (also referred to as “late-onset 
hypogonadism”) have not been established. 

• Safety and efficacy of Azmiro in pediatric patients below the age of 12 years have not been established. 



Reference number(s) 

976-A 

 

Testosterone - Azmiro, Depo-Testosterone TGC PA 976-A P03-2024 v2_R.docx © 2025 CVS Caremark. All rights reserved. 

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written permission from 
CVS Caremark. This document contains prescription brand name drugs that are trademarks or registered trademarks of pharmaceutical manufacturers that are not 
affiliated with CVS Caremark. 

2 

Depo-Testosterone Injection 
Depo-Testosterone Injection is indicated for replacement therapy in the male in conditions associated with symptoms of 
deficiency or absence of endogenous testosterone. 

• Primary hypogonadism (congenital or acquired)-testicular failure due to cryptorchidism, bilateral torsion, 
orchitis, vanishing testis syndrome; or orchidectomy. 

• Hypogonadotropic hypogonadism (congenital or acquired)-gonadotropin or LHRH deficiency, or pituitary-
hypothalamic injury from tumors, trauma, or radiation. 

Safety and efficacy of Depo-Testosterone (testosterone cypionate) in men with “age-related hypogonadism” (also 
referred to as “late-onset hypogonadism”) have not been established. 

Compendial Uses 

Gender dysphoria3-4,6-8 (also known as transgender and gender diverse (TGD) persons) 

Coverage Criteria 

Gender Dysphoria 

Authorization may be granted when the requested drug is being prescribed for gender dysphoria in a patient who is able 
to make an informed decision to engage in hormone therapy when ALL of the following criteria are met: 

• The requested drug is NOT being prescribed for age-related hypogonadism (also referred to as late-onset 
hypogonadism). 

• The patient’s comorbid conditions are reasonably controlled. 

• The patient has been educated on ANY contraindications AND side effects to therapy. 

• Before the start of therapy, the patient has been informed of fertility preservation options. 

• If the patient is less than 18 years of age, the patient meets ALL of the following criteria: 
▪ The requested drug is being prescribed by, or in consultation with, a provider specialized in the care 

of transgender youth (e.g., pediatric endocrinologist, family or internal medicine physician, 
obstetrician-gynecologist), that has collaborated care with a mental health provider. 

▪ The patient has reached, or has previously reached, Tanner stage 2 of puberty or greater. 

Primary or Hypogonadotropic Hypogonadism 

Authorization may be granted when the requested drug is being prescribed for primary or hypogonadotropic 
hypogonadism when ALL of the following criteria are met: 

• The requested drug is NOT being prescribed for age-related hypogonadism (also referred to as late-onset 
hypogonadism). 

• Before the start of testosterone therapy, the patient has at least TWO confirmed low morning testosterone 
levels according to current practice guidelines or your standard lab reference values. 
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Continuation of Therapy 

Gender Dysphoria 

All patients (including new patients) requesting authorization for continuation of therapy must meet ALL initial 
authorization criteria. 

Primary or Hypogonadotropic Hypogonadism 

Authorization may be granted when the requested drug is being prescribed for primary or hypogonadotropic 
hypogonadism when ALL of the following criteria are met: 

• The requested drug is NOT being prescribed for age-related hypogonadism (also referred to as late-onset 
hypogonadism). 

• Before the patient started testosterone therapy, the patient had a confirmed low morning testosterone 
level according to current practice guidelines or your standard lab reference values. 

Duration of Approval (DOA) 
• 976-A: DOA: 12 months 
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