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Custom Criteria for 

BlueCross Blue Shield of Arizona Commercial 

  

Testosterone Replacement Therapy PA 

 
GPI CODING:  

 

Drug Name GPI 

Anadrol (oxymetholone Tab 50 MG) 23200050000320 

Androderm (Testosterone TD Patch 24HR 2 MG/24HR) 23100030008503 

Androderm (Testosterone TD Patch 24HR 4 MG/24HR) 23100030008510 

Androgel (Testosterone Td Gel 25 MG/2.5GM (1%)) 23100030004025 

Androgel (Testosterone TD Gel 20.25 MG/1.25GM (1.62%)) 23100030004044 

Androgel (Testosterone TD Gel 40.5 MG/2.5GM (1.62%)) 23100030004047 

Androgel (Testosterone TD Gel 20.25 Mg/ACT (1.62%))  23100030004050 

Androgel, Testim, Testosterone, Vogelxo (Testosterone TD Gel 50 
MG/5GM (1%)) 

23100030004030 

Androgel, Testosterone, Vogelxo (Testosterone TD Gel 12.5 
Mg/ACT (1%)) 

23100030004040 

Android, Testred (Methyltestosterone Cap 10 MG) 23100020000105 

Androxy (Fluoxymesterone Tab 10 MG) 23100010000315 

Aveed (Testosterone Undecanoate IM Inj In Oil 750 MG/3ML ) 23100030802030 

Axiron (Testosterone Td Soln 30 MG/ACT) 23100030002020 

Danocrine (Danazol Cap 50 MG) 23100005000105 

Danocrine (Danazol Cap 100 MG) 23100005000110 

Danocrine (Danazol Cap 200 MG) 23100005000115 

Delatestryl (Testosterone Enanthate IM INJ In Oil 200 Mg/Ml) 23100030202010 

Depo-Testosterone (Testosterone Cypionate IM IN Oil 100 MG/Ml) 23100030102010 

Depo-Testosterone (Testosterone Cypionate IM In Oil 200 MG/ML) 23100030102015 

First-Testosterone MC Compounding Kit (Testosterone Propionate 
TD Cream 2%) 

23100030303720 

First-Testosterone Ointment 2% (Testosterone Propionate TD 
Ointment 2%) 

23100030304220 

Fortesta, Testosterone (Testosterone TD Gel 10MG/ACT (2%)) 23100030004070 

Methitest (Methyltestosterone Oral Tab 10 MG) 23100020000310 

Natesto (Testosterone Nasal Gel 5.5 MG) 23100030004080 

Oxandrin (Oxandrolone Tab 2.5 MG) 23200040000305 

Oxandrin (Oxandrolone Tab 10 MG) 23200040000320 

Striant (Testosterone Buccal Mucoadhesive System 30 MG) 23100030006320 

Testopel (Testosterone Implant Pellets 75 MG) 23100030008920 

 

DESCRIPTION:  

 
Testosterone is an androgen hormone that is responsible for normal growth and maintenance of male secondary sex 
characteristics, stimulation and maintenance of sexual function in males, growth spurt seen in adolescents, lean 
body mass and weight, and other physiologic functions. Testosterone is produced in males by the testes in response 
to stimuli from the hypothalamic and pituitary glands. Low serum testosterone is caused by deficient production of 
the hormone, and is also known as androgen deficiency. Other terms used to describe the clinical syndrome of low 
serum testosterone include testosterone deficiency syndrome, hypogonadism, late-onset hypogonadism, androgen 
insufficiency syndrome, andropause, low-T, and male menopause. 
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As men age there is a decrease in testosterone level and function. Cross-sectional and longitudinal studies confirm a 
decline of 1-2% per year. Symptoms of low testosterone may include one or more of the following: decrease in 
sexual activity, loss of libido or sexual interest, sexual thoughts or fantasies, erectile dysfunction, impotence, 
decrease in volume of ejaculate, decreased orgasmic intensity, irritability, depression and other mood disorders, 
nervousness, generalized weakness, loss of muscle mass and strength, osteoporosis with a potential for fractures, 
decrease in height, decrease in body hair, abdominal obesity, gynecomastia or breast tenderness, lack of energy, 
fatigue, sleep disturbances, poor ability to concentrate, and other symptoms. Expression of the clinical symptoms 
may vary depending upon the severity and cause of the disorder. It should be noted that androgen deficiency and 
erectile dysfunction are two independently distributed clinical disorders with distinct pathophysiology. 
 
The clinical significance of age related decline in testosterone levels remains controversial. The same sign and 
symptoms may also be seen with aging but without a decrease in testosterone level. Androgen supplementation is 
increasingly being used as a lifestyle therapy for men who are older, frail, or want to look better or feel younger and 
stronger. There is continued debate on whether older men, with or without androgen deficiency and symptoms of 
hypogonadism, will benefit from long-term testosterone replacement therapy. There are no published long-term trials 
using meaningful outcomes in hypogonadal men or older men with low testosterone levels. Long-term risks of 
replacement therapy are also unclear. Some reported risks include potential worsening of cardiovascular disease, 
polycythemia, increased risk for benign prostatic hypertrophy and prostate cancer, lipid disturbances such as 
increased LDL and reduced HDL levels, worsening of obstructive sleep apnea, and sodium and water retention. 
Recent published studies have suggested an increased risk of cardiovascular events among groups of men 
prescribed testosterone therapy. 
 
Symptoms along with measured low testosterone level may be indicative of testosterone deficiency syndrome in 
men. Normal total testosterone levels range from 280-300 to 1000 ng/dL and levels below 300 ng/dL typically result 
in symptoms. Serum free testosterone levels range is often given as 5-9 pg/mL. Testosterone levels vary from 
laboratory to laboratory dependent upon the type of assay used. Testing should be done in the morning, before 10 
AM, due to diurnal cycle of testosterone. As men age there is a progressive decrease in both total testosterone and 
free testosterone levels. 
 
Testosterone replacement therapy is primarily indicated for the treatment of male congenital or acquired 
hypogonadism when symptoms of hypogonadism are present along with low testosterone levels. Testosterone 
products are FDA-approved only for use in men who lack or have low testosterone levels in conjunction with an 
associated medical condition. Examples of these conditions include failure of the testicles to produce testosterone 
because of reasons such as genetic problems or chemotherapy. Other examples include problems with the 
hypothalamus and pituitary that control the production of testosterone by the testicles. None of the FDA-approved 
testosterone products are approved for use in men with low testosterone levels who lack an associated medical 
condition. Some products have FDA approval for the treatment of delayed puberty and androgen-responsive 
recurrent breast cancer in women who are 1-5 years post-menopausal. 
 
The latest 2010 clinical practice guideline from the Endocrine Society recommend that only men who have 
unequivocally low serum testosterone levels AND signs and symptoms consistent with low testosterone be 
diagnosed and treated with testosterone replacement therapy. They recommend against routine screening for 
testosterone deficiency in the general population and they recommend against testosterone replacement therapy in 
ALL older men with low testosterone levels. They also do not recommend starting testosterone replacement therapy 
in male patients with breast or prostate cancer or in individuals with a palpable prostate nodule or induration or 
prostate-specific antigen greater than 4 ng/mL or greater than 3 ng/mL in men at high risk for prostate cancer without 
further urological evaluation. 



 

 

CATAMARAN, LLC.  - CONFIDENTIAL AND PROPRIETARY   © COPYRIGHT 2015, Catamaran, LLC. All rights reserved. Disclaimer: This document is for 

informational purposes only and cannot be reproduced or distributed without written consent of Catamaran, Inc. Patient pharmacy benefit plan designs 

and contract language take precedence over coverage policies. 

 

6.18.2015            Page 3 

3 

Custom Criteria for 

BlueCross Blue Shield of Arizona Commercial 

  

Testosterone Replacement Therapy PA 

 
 
Multiple formulations of exogenous testosterone are available. Testosterone replacement therapy may be delivered 
by mouth (including buccal and nasal formulations), intramuscular injection, topically (as a gel, patch, solution, or 
cream formulations), or subcutaneously (using pellets). 
 

APPROVAL DURATION:  

 
12 months  
 

CRITERIA FOR TESTOSTERONE REPLACEMENT THERAPY  

 
FDA-approved dosage of Testosterone Replacement therapy is considered medically necessary for male patients 
when there is documentation of ALL of the following: 
1. Testosterone Replacement Therapy using ONE of the following: 

o Preferred testosterone product - Testim 
o Non-preferred testosterone product with documentation from the prescriber of ONE of the following: 

i. The condition did not improve or worsened when Testim was used 
ii. Experienced a significant hypersensitivity adverse drug event when Testim was used 
iii. Experienced a significant intolerant reaction when Testim was used 

2. ONE of the following: 
o Male individual with an established diagnosis of hypogonadism with persistently low testosterone levels 

defined as ANY of the following: 
i. Total testosterone level less than the reference lab normal value on two separate occasions 
ii. Serum free testosterone level and total testosterone less than reference lab normal on the same 

day 
o  HIV-infected men with ALL of the following: 

i.  Low testosterone level less than the reference lab normal value on two separate occasions 
ii. Weight loss 

o Male individual on chronic ( use greater than 6 weeks) corticosteroid treatment with low testosterone 
levels 

o Delayed male puberty with ALL of the following: 
i. Age 14 years or older 
ii. Pre-pubertal testis 
iii. Total testosterone level less than the reference lab normal value on two separate occasions 

3. Androgen/testosterone deficiency diagnosis is not made during an acute or sub-acute illness 
4. Complete physical examination, including a digital prostate examination and a prostate specific antigen (PSA) 

measurement, completed before initiating testosterone replacement therapy. A digital prostate examination 
should be done periodically during therapy 

 
FDA-approved dosage of Testosterone Replacement therapy is considered medically necessary for female patients 
with metastatic / inoperable breast cancer 
 
Testosterone Replacement therapy for all other indications not previously listed or if above criteria not met is 
considered experimental or investigational.  


