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GPI CODING: 

 

Drug Name GPI 

Genotropin/ Zomacton 3010002000**** 

Humatrope 3010002000**** 

Norditropin 3010002000**** 

Nutropin/Nutropin AQ 3010002000**** 

Omnitrope 3010002000**** 

Saizen 301000201021** 

Serostim 301000201021** 

Tev-Tropin 3010002000**** 

Zorbtive 301000201021** 

 

DESCRIPTION:  

 
Somatotropin is a synthetically produced growth hormone (GH). It has been used in the treatment of growth hormone 
deficiency, Noonan, Turner and Prader-Willi Syndromes, to promote wound healing in burns, for AIDS wasting and 
for short bowel syndrome. It has also been investigated as a treatment for other conditions. 
 
Preferred Growth Hormone Therapy Medications: 
 Nutropin® 
 Nutropin AQ® 
 
Growth Hormone Deficiency (GHD): 
The inadequate secretion of endogenous growth hormone. GHD may be idiopathic or organic and can occur in 
childhood or adulthood. Pathophysiology differs between the two onsets. GHD is diagnosed through a combination of 
clinical and biochemical examination, testing and analysis. 
 

Children: 
Generally present with short stature and growth velocity that is two (2) standard deviations below the mean 
for chronologic age, sex and pubertal stage. Often the etiology is isolated idiopathic GHD. 
 
Adults: 
Often results from conditions affecting the hypothalamus or pituitary gland including surgery and radiation 
therapy. Adults frequently report symptoms such as unintentional weight gain or difficult losing weight, low 
energy, reduced physical performance, decreased libido, impaired psychological well-being and a feeling 
that things are not right. Physical findings may include increased fat mass, decreased lean body and muscle 
mass, decreased bone density as well as reduced muscle strength and exercise capacity. There is however 
no single symptom or sign that is pathognomonic for GHD in adults. In addition, some adults with GHD may 
be entirely asymptomatic. 
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Growth Hormone (GH) Provocative Stimulation Test: 
One of the procedures that may be performed to diagnose growth hormone deficiency (GHD). A provocative agent is 
used to stimulate the pituitary gland to secrete GH. The intent is to determine the maximum peak GH response from 
the provocative agent. This peak is the value used to determine whether the response is considered normal or 
abnormal for the purpose of supporting the diagnosis of GHD. Serum levels may be measured by radioimmunoassay 
(RIA) or immunoradiometric assay (IRMA).  Baseline testing is performed prior to administration of the provocative 
agent and frequent blood sampling is done thereafter. Sampling occurs approximately 30, 60, 90, 120 and 180 
minutes after provocative agent administration. Sampling defines the “curve” of the response (going from a lower GH 
value prior to provocation to the highest, or peak, GH value after provocation and then a drop from peak) and must 
provide sufficient information to determine a peak value. 
 
Functional Impairment: 
A state in which the normal or proper action (function) of any body part or organ is damaged or deficient as a result 
of growth hormone deficiency. 
 
Idiopathic Short Stature (ISS): 
ISS (also known as non-growth hormone-deficient short stature) is extreme short stature that does not have a 
diagnostic explanation after a growth evaluation documenting normal physical function and normal lab tests. 
Idiopathic short stature includes short stature without documentation of growth hormone deficiency and children 
identified as abnormally short. ISS may also be referred to as short stature of undefined cause. 
 
Insulin-Like Growth Factor 1 (IGF-1): 
A hormone created mainly by the liver that mediates most of the effects of growth hormone. IGF-1 blood tests may 
be used in the diagnosis of growth hormone deficiency. 
 
Insulin-Like Growth Factor Binding Protein (IGFBP-3): 
The transport protein for IGF-1 and IGF-2 in the circulation. It modulates IGF activity and inhibits cell growth. Its 
levels increase in the presence of IGF-I, insulin and other growth-stimulating factors such as growth hormone. 
IGFBP-3 blood tests may be used in the diagnosis of growth hormone deficiency. 
 
Abnormally Short: 
Boys: Height predicted to be shorter than 5 feet 3 inches 
Girls: Height predicted to be shorter than 4 feet 11 inches 
 
Short Bowel Syndrome: 
Malabsorption syndrome resulting from surgical removal of at least 50% of the small intestine. 
 

APPROVAL DURATION:  

 
12 months for all products except 
Serostim: initial 2 week approval, first renewal 10 week, subsequent renewal 12 weeks (approves for 48 weeks total)  
Zorbtive: single 4 week approval 
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CRITERIA FOR GROWTH HORMONE 

 
Genotropin, Humatrope, Norditropin, Saizen, Tev-Tropin and Omnitrope are considered medically necessary with 
documentation of failed response to the preferred growth hormone therapy medications Nutropin AND Nutropin AQ 
(unless otherwise contraindicated) with documentation of ANY of the following: 

 Condition has not improved or has worsened with use of preferred medications 

 Significant adverse drug event to the preferred medications 

 Intolerance to the preferred medications 

 Non-adherence to the preferred medications 

 Medical condition(s) that prevent use of preferred medication (i.e., disease not included in labeling of the 
preferred medication) 

 
Growth Hormone Deficiency for Individuals Under 18 Years of Age: 
 
An initial course of growth hormone therapy may be considered medically necessary with documentation of ANY of 
the following: 

1. Individual with growth failure due to growth hormone deficiency as documented by ALL of the following:  

 Results of one (1) growth hormone stimulation test demonstrating a peak value of less than 10ng/ml 
(unless otherwise contraindicated) 

 Bone age is less than chronological age and individual’s chronological age is prior to gender-appropriate 
mature bone age (14 years for females, 16 years for males) 

 Height at least two (2) standard deviations below the mean for chronologic age 

 IGF-1 with subnormal result for age as indicated by Table 1 

 IGFBP-3 with subnormal result for age as indicated by Table 2  

 Diagnostic tests have ruled out treatable causes. These tests include: cranial MRI and T4, FSH, and 
cortisol 

2. Individual with height less than the 3rd percentile for chronological age secondary to chronic renal 
insufficiency up to the time of renal transplantation 

3. Individual 3 through 17 years of age with growth failure due to Noonan’s Syndrome with documented short 
stature 

4. Individual with Turner’s Syndrome 
5. Individual with growth failure due to Prader-Willi Syndrome with documented absence of upper airway 

obstruction or sleep apnea by sleep study  
6. Individuals with short stature due to short stature homeobox-containing gene (SHOX) deficiency 

 
Continuing/repeat courses of growth hormone therapy are considered medically necessary with documentation that 
the individual has been compliant with treatment and documentation of ANY of the following: 

1. Individual with growth failure due to growth hormone deficiency as documented by ALL of the following: 

 Historical clinical records include results of one (1) growth hormone stimulation test demonstrating a 
peak value of less than 10 ng/ml with appropriate timing of provocative agent administration (unless 
otherwise contraindicated)  

 Growth velocity is 5 cm or greater over the year (i.e. past 12 months) of treatment and individual’s 
growth plates have not fused 

2. Individual with height less than the 3rd percentile for chronological age secondary to chronic renal 
insufficiency up to the time of renal transplantation 

3. Individual 3 through 17 years of age with growth failure due to Noonan’s Syndrome with documented short 
stature 

4. Individual with Turner’s Syndrome 
5. Individual with growth failure due to Prader-Willi Syndrome with documented absence of upper airway 

obstruction or sleep apnea by sleep study 
6. Individuals with short stature due to short stature homeobox-containing gene (SHOX) deficiency. 
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TABLE 1 
AGE   SUBNORMAL RESULT 
7 years*  Less than 52 ng/mL 
8 through 10 years Less than 75 ng/mL 
11 through 12 years Less than 127 ng/mL 
13 through 17 years Less than 212 ng/mL 
 
TABLE 2 
AGE  SUBNORMAL RESULT AGE  SUBNORMAL RESULT 
7 years* Less than 1.4 mg/L 13 years Less than 3.1 mg/L 
8 years  Less than 1.6 mg/L 14 years Less than 3.1 mg/L 
9 years  Less than 1.8 mg/L 15 years Less than 3.5 mg/L 
10 years Less than 2.1 mg/L 16 years Less than 3.4 mg/L 
11 years Less than 2.4 mg/L 17 years Less than 3.2 mg/L 
12 years Less than 2.7 mg/L *Limited safety and efficacy data are available below the age of 7. 
 
Growth Hormone Deficiency for Individuals 18 Years of Age and Older: 
An initial course of growth hormone therapy may be considered medically necessary with documentation of ANY of 
the following: 

1. Growth hormone deficiency (GHD) with documentation of ALL of the following: 

 Individual with proven childhood-onset GHD retested to determine if on-going replacement therapy is 
needed or individual with suspected adult-onset GHD 

 Results of two (2) provocative stimulation tests demonstrating peak value less than 5ng/ml when 
measured by RIA, or peak value less than 2.5ng/ml when measured by IRMA 

 Time of administration of the provocative agent 

 Number of minutes elapsed between provocative agent administration time and drawing of serum GH 
level 

2. Individual with surgery, irradiation or trauma involving the hypothalamus or pituitary gland or other diseases 
of the pituitary or hypothalamus with documentation of ALL of the following: 

 Results of one (1) provocative stimulation test demonstrating peak value less than 5ng/ml when 
measured by RIA, or peak value less than 2.5ng/ml when measured by IRMA 

 Time of administration of the provocative agent 

 Number of minutes elapsed between provocative agent administration time and drawing of serum GH 
level 

 Clinical records document that without treatment, low GH levels result and/or signs and symptoms of 
growth hormone deficiency reappear 

3. Individual with multiple pituitary hormone deficiencies other than growth hormone (i.e., TSH, ACTH, LH 
and/or FSH, AVP) or serum insulin-like growth factor 1 (IGF-1) less than 84 ng/mL 

4. Individual with Turner’s Syndrome 
 
Continuing/repeat courses of growth hormone therapy are considered medically necessary with documentation that 
the individual has been compliant with treatment and documentation of ANY of the following: 

1. Individual with historical diagnosis of proven growth hormone deficiency (GHD) with documentation of ALL of 
the following: 

 ONE of the following historical clinical records: 
o Results of two (2) provocative stimulation tests demonstrating peak value less than 5ng/ml when 

measured by RIA with appropriate timing of provocative agent administration 
o Results of two (2) provocative stimulation tests demonstrating peak value less than 2.5ng/ml 

when measured by IRMA with appropriate timing of provocative agent administration 
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 Clinical records document that without ongoing treatment with growth hormone (GH), signs or symptoms 
of GH deficiency would reappear, or if a gap in treatment had occurred, low GH levels or signs and 
symptoms of GH deficiency have reappeared 

2. Individual with surgery, irradiation or trauma involving the hypothalamus or pituitary gland or other diseases 
of the pituitary or hypothalamus with documentation of ALL of the following: 

 ONE of the following historical clinical records: 
o Results of one (1) provocative stimulation test demonstrating peak value less than 5ng/ml when 

measured by RIA with appropriate timing of provocative agent administration  
o Results of one (1) provocative stimulation test demonstrating peak value less than 2.5ng/ml 

when measured by IRMA with appropriate timing of provocative agent administration  

 Clinical records document that without ongoing treatment with growth hormone (GH), signs or symptoms 
of GH deficiency would reappear, or if a gap in treatment had occurred, low GH levels or signs and 
symptoms of GH deficiency have reappeared 

3. Individual with multiple pituitary hormone deficiencies other than growth hormone (i.e., TSH, ACTH, LH 
and/or FSH, AVP) or serum insulin-like growth factor 1 (IGF-1) less than 84 ng/mL 

4. Individual with Turner’s Syndrome 
  
Growth hormone therapy is considered medically necessary for the promotion of wound healing in extensive 3rd 
degree burns.  
Growth hormone therapy is considered medically necessary for the prevention of growth delay in children with 
severe burns.  
 
Growth hormone therapy for all other indications not previously listed is considered experimental or investigational: 

1. Treatment of children born small for gestational age (SGA), including those who have failed to manifest 
“catch-up” growth by two years of age 

2. Idiopathic short stature, without documentation of growth hormone deficiency 
3. Altered body habitus, e.g., buffalo hump, associated with antiviral therapy in individuals with HIV 
4. Anabolic therapy to counteract acute or chronic illness (surgery outcomes, trauma, cancer, chronic 

hemodialysis, chronic infectious disease) that produces catabolic (protein wasting) changes in both adults 
and children, except as specified for AIDS and short bowel syndrome 

5. Anabolic therapy to counteract the gradual declines in muscle and bone mass that occur with aging 
6. Anabolic therapy to enhance body mass and strength for professional, recreational or social reasons 
7. Constitutional delay 
8. Cystic fibrosis 
9. Growth failure as the result of glucocorticoids 
10. Idiopathic dilated cardiomyopathy 
11. Intrauterine growth retardation 
12. Juvenile idiopathic or juvenile chronic arthritis 
13. Obesity 
14. Precocious puberty in conjunction with gonadotropin releasing hormone (GnRH) analogs 
15. Short stature after renal transplantation 
16. Short stature as the result of Down Syndrome 
17. Treatment of children with “genetic potential” (i.e., lower than expected height percentiles based on parents’ 

height) 
  
Serostim: 
Serostim for the treatment of adults with AIDS wasting is considered medically necessary for an initial 2-week trial 
course with documentation of ALL of the following: 

1. Weight loss is greater than or equal to 10% of ideal (standard) body weight for height and weight within the 
last 12 months 

2. Currently receiving triple drug therapy for HIV positive disorder 
3. Continued weight loss despite adequate nutrition and other measures 



 

 

 

6 

Custom Criteria for 

BlueCross Blue Shield of Arizona Commercial 

 

GROWTH HORMONE PRODUCTS 

 

 

 

 
Additional 10-week course of Serostim for the treatment of adults with AIDS wasting is considered medically 
necessary if weight loss was arrested during the initial 2-week trial course.  Continued 12-week courses of Serostim 
are considered medically necessary with documentation of ALL of the following: 

1. Weight loss was arrested during the 10-week course that followed the initial 2-week trial course 
2. Individual remains on triple drug therapy for HIV positive disorder 
3. Treatment does not exceed a total of 3 continued 12-week courses 

 
Continuation of Serostim after 48 weeks of therapy for the treatment of adults with AIDS wasting is considered 
experimental or investigational based upon: 
 
Zorbtive: 
Zorbtive for the treatment of adults with short bowel syndrome is considered medically necessary for a single 4-week 
course with documentation of concurrent specialized nutritional support (i.e., enteral feedings, parenteral nutrition, 
fluid and micronutrient supplements). 
 
Zorbtive for all other indications not previously listed is considered experimental or investigational 


