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Overview 
FDA-Approved Indications 

Increlex is indicated for the treatment of growth failure in pediatric patients 2 years of age and older 
with severe primary insulin-like growth factor-1 (IGF-1) deficiency or with growth hormone (GH) gene 
deletion who have developed neutralizing antibodies to GH.  

 
Severe primary IGF-1 deficiency is defined by:  
• Height standard deviation (SD) score ≤ –3.0 and  
• Basal IGF-1 SD score ≤ –3.0 and  
• Normal or elevated GH.    

 
Limitations of use: Increlex is not a substitute to GH for approved GH indications. Increlex is not 
indicated for use in patients with secondary forms of IGF-1 deficiency, such as GH deficiency, 
malnutrition, hypothyroidism, or chronic treatment with pharmacologic doses of anti-inflammatory 
corticosteroids. 

 
All other indications are considered experimental/investigational and not medically necessary.  
 
Coverage Guidelines 
Authorization may be granted for members new to the plan who are currently receiving treatment with the 
requested medication, excluding when the product is obtained as samples or via manufacturer’s patient 
assistance programs. 
OR 
Authorization may be granted to members with severe primary IGF-1 deficiency or GH gene deletion with 
neutralizing antibodies to GH when ALL of the following criteria are met:   

A. Pretreatment height is ≥ 3 standard deviations (SD) below the mean for age and gender 
B. Pretreatment basal IGF-1 level is ≥ 3 SD below the mean for age and gender 

Plan ☐ MassHealth UPPL 
☒Commercial/Exchange 

Program Type 
☒ Prior Authorization 
☐ Quantity Limit 
☐ Step Therapy Benefit ☒ Pharmacy Benefit 

☐ Medical Benefit 
Specialty 

Limitations 
This medication has been designated specialty and must be filled at a contracted 
specialty pharmacy. 

Contact 
Information 

Medical and Specialty Medications 
All Plans Phone: 877-519-1908 Fax: 855-540-3693 

Non-Specialty Medications 
All Plans Phone: 800-711-4555 Fax: 844-403-1029 

Exceptions N/A 
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C. Pediatric GH deficiency has been ruled out with a provocative GH test (i.e., peak GH level ≥ 10 
ng/mL) 

D. Epiphyses are open 
 
Continuation of Therapy 
Authorization may be granted for continuation of therapy for severe primary IGF-1 deficiency or GH gene 
deletion with neutralizing antibodies to GH when ALL of the following criteria are met: 

A. The member’s growth rate is > 2 cm/year or there is a documented clinical reason for lack of efficacy 
(e.g., on treatment less than 1 year, nearing final adult height/late stages of puberty). 

B. Epiphyses are open (confirmed by X-ray or X-ray is not available). 
C. Total duration of treatment (approximate duration is acceptable) and date of last dose administered 

must be provided. 
 
Limitations 

1. Approvals will be granted for 12 months. 
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