
Kanuma® (sebelipase alfa) Injection 
When requesting Kanuma® (sebelipase alfa) injection, the individual requiring treatment 
must be diagnosed with an FDA-approved indication and meet the specific coverage 
guidelines and applicable safety criteria for the covered indication. 

FDA-approved indication 

Kanuma is indicated for the treatment of patients with a diagnosis of Lysosomal Acid 
Lipase (LAL) deficiency. 

Approved Off-label Compendial use(s) 

None  

Coverage Guidelines 

The individual has a diagnosis of lysosomal acid lipase (LAL) deficiency confirmed by 
enzyme assay demonstrating a deficiency of lysosomal acid lipase enzyme activity or by 
genetic testing. 

Dosing Recommendations 

The recommended dosage is 1 mg/kg via intravenous infusion once every other week. 

For individuals with rapidly progressive LAL deficiency presenting within the first 6 months 
of life: 
The recommended starting dosage is 1 mg/kg via intravenous infusion once weekly. For 
individuals who do not achieve an optimal clinical response, increase to 3 mg/kg once 
weekly. 

Approval duration (initial and renewal): 12 months 
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