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DESCRIPTION:  

 

Increlex (mecasermin) is an injectable solution of human insulin-like growth factor-1 produced by recombinant 

DNA technology. Increlex is used for the treatment of growth failure in children with severe primary insulin-like 

growth factor (IGF-1) deficiency, also referred to as primary IGFD. These children have normal or elevated levels 

of growth hormone but due a deficiency of IGF-1, are unable to utilize the growth hormone resulting in 

extremely short stature. Increlex has not been studied in children less than 2 years of age or in adults. 

 

Severe primary IGF-1 deficiency is defined by: 

 Height standard deviation score less than or equal to –3.0 for age and sex of the individual 

 Basal IGF-1 standard deviation score less than or equal to –3.0 for age and sex of the individual 

 Normal or elevated growth hormone 

 

APPROVAL DURATION:  

 

Approval duration: 1 year 

 

CRITERIA FOR INCRELEX 

 

Increlex for the long-term treatment of growth failure in individuals 2 through 17 years of age with severe 

primary IGF-1 deficiency or with growth hormone (GH) gene deletion who have developed neutralizing 

antibodies to GH is considered medically necessary with medical record documentation of ALL of the following: 

1. Normal or elevated growth hormone level 

2. Height standard deviation score equal to or less than –3.0 for age and sex of the individual 

3. Basal IGF-1 standard deviation score equal to or less than –3.0 for age and sex of the individual 

o The laboratory performing the test should include their specific reference range for age and sex 

of the individual to determine the basal serum IGF-1 level deviation 

4. No evidence of ANY of the following: 

o Closed epiphyses (growth plates) 

o Active or suspected neoplasia 

o Chromosome aberrations 

o Chronic disease 

o Malnutrition 

o Pituitary tumors 

o Secondary forms of IGF deficiency (e.g., growth hormone deficiency, hypothyroidism, chronic 

treatment with systemic anti-inflammatory steroids) 

5. Dosage is not greater than 0.04 to 0.08 mg/kg (40 to 80 µ/kg) twice daily given subcutaneously for at 

least one week and, if well tolerated, increased by 0.04 mg/kg per dose to the maximum dose of 0.12 

mg/kg given subcutaneously twice daily 

 

 


