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Kanuma (sebelipase alfa) 
 

Override(s) Approval Duration 
Prior Authorization 1 year 

 
Medications 
Kanuma (sebelipase alfa) 

 
 
APPROVAL CRITERIA 
 
Requests for initiation of therapy with Kanuma (sebelipase alfa) may be approved if the 
following criteria are met: 
 

I. Individual is less than 4 years of age; AND 
II. Individual has a diagnosis of lysosomal acid lipase deficiency (LAL-D) disorder ; AND 

III. Documentation is provided that the diagnosis has been verified by one of the following 
(Hamilton 2012, OMIM): 

A. A dried blood spot test demonstrating deficient lysosomal acid lipase activity; 
OR 

B. Molecular genetic test shows mutations in the lipase A, lysosomal acid type 
(LIPA) gene;  

 
OR 
IV. Individual is 4 years of age and older (Burton 2015); AND  
V. Individual has a diagnosis of lysosomal acid lipase deficiency (LAL-D) disorder ; AND 

VI. Documentation is provided that the diagnosis has been verified by one of the following 
(Hamilton 2012, OMIM): 

A. A dried blood spot test demonstrating deficient lysosomal acid lipase activity; 
OR  

B. Molecular genetic test shows mutations in the LIPA gene; AND 
VII.   Documentation is provided that the individual has a baseline alanine aminotransferase   

 (ALT) level greater than or equal to 1.5 times the upper limit of normal (Burton 2015). 
 
 
 
Continuing treatment with Kanuma (sebelipase alfa) may be approved when the following 
criteria are met: 
 

I. Individual has a diagnosis of LAL-D disorder; AND 
II. Documentation is provided that the diagnosis has been verified by one of the following 

(Hamilton 2012, OMIM): 
A. Pretreatment results from dried blood spot test demonstrated deficient 

lysosomal acid lipase activity; OR 
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B. Molecular genetic test shows mutations in the lipase A, lysosomal acid type 
(LIPA) gene; 

AND 
III. Individual has had a clinical improvement in symptoms or lab values. 
 
 
Requests for Kanuma (sebelipase alfa) may not be approved when the above criteria are not 
met and for all other indications.  
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take 
precedence over the application of this clinical criteria. 
 
No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, 
electronic, mechanical, photocopying, or otherwise, without permission from the health plan. 
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