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When requesting Increlex® (mecasermin [rDNA origin]), the individual requiring
treatment must be diagnosed with the following FDA-approved indications and meet the
specific coverage guidelines and applicable safety criteria for the covered indications.

FDA-approved indications

e Increlex® (mecasermin [rDNA origin]) is indicated for the treatment of growth failure
in children with severe primary insulin-like growth factor-1 (IGF-1) deficiency.

e Increlex® (mecasermin [rDNA origin]) is indicated for the treatment of growth
hormone gene deletion who have developed neutralizing antibodies to growth
hormone.

Approved Off-label Compendial use

e none

Coverage Guidelines

Severe Primary Insulin-like Growth Factor-1 (IGF-1) Deficiency

The individual must meet all of the following criteria if initial approval or treated less

than 1 year:

e Pretreatment height standard deviation score < -3.0 at baseline; AND

e Pretreatment basal IGF-1 level is below the lower limits of the normal reference
range for the reporting laboratory; AND

e Pretreatment growth hormone concentration is normal or increased; AND

e Prescribed by or in consultation with a pediatric endocrinologist

Growth Hormone (GH) Gene Deletion in a Child who has Developed Neutralizing
Antibodies to GH

¢ |Initial therapy or has been on Increlex less than a year; AND

e Prescribed by or in consultation with a pediatric endocrinologist

For reauthorization (Severe Primary Insulin-like Growth Factor-1 (IGF-1)
Deficiency or Growth Hormone (GH) Gene Deletion in a Child who have
Developed Neutralizing Antibodies to GH :

e Patient has been on Increlex for at least 1 year; AND

e Height has increased by 4 cm/year or greater in the most recent year; AND

e Epiphyses are open

Approval duration: 12 months
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Dosing Recommendations

e Starting dose is 0.04 to 0.08 mg/kg (40 to 80 micrograms/kg) subcutaneously twice
daily. If well tolerated for one week, the dose many be increased by 0.04 mg/kg per
dose, to a maximum dose of 0.12 mg/kg given twice daily.
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