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Oxlumo (lumasiran) 
 
Override(s) Approval Duration 
Prior Authorization 
 

Initial Approval: 6 months 
Continuation Approval: 1 year 

 
 
Medications Body Weight Loading Dose Maintenance Dose 

(starting one month 
after the last loading 
dose) 

Oxlumo (lumasiran) 
94.5 mg/0.5 mL vial 

Less than 10 kg 6 mg/kg once 
monthly for 3 doses 

3 mg/kg once 
monthly 

 10 kg to less than 20 
kg 

6 mg/kg once 
monthly for 3 doses 

6 mg/kg once every 3 
months 

 20 kg and above 3 mg/kg once 
monthly for 3 doses 

3 mg/kg once every 3 
months 

 
 
APPROVAL CRITERIA 
 
Initial requests for Oxlumo (lumasiran) may be approved if the following criteria are met: 
 

I. Individual has a diagnosis of primary hyperoxaluria type 1 (PH1); AND 
II. Documentation is provided that diagnosis has been verified by (Cochat 2012; Milliner 

2022): 
A. Genetic testing demonstrating mutation in the alanine:glyoxylate 

aminotransferase (AGXT) gene; OR 
B. Liver biopsy demonstrating significantly decreased or absent alanine:glyoxylate 

aminotransferase (AGT) enzyme activity; AND 
III. Documentation is provided that individual has elevated urinary oxalate levels or plasma 

oxalate levels; AND 
IV. Individual is using in combination with pyridoxine (unless individual is a pyridoxine non-

responder) Cochat 2012; Milliner 2022). 
 
Continuation requests for Oxlumo (lumasiran) may be approved if the following criteria are 
met: 
 

I. Documentation is provided that there is clinically significant reduction in urinary oxalate  
excretion, spot urinary oxalate:creatinine ratio or plasma oxalate levels with Oxlumo 
therapy; AND 

II. Individual is using in combination with pyridoxine (unless individual  
is a pyridoxine non-responder) (Cochat 2012; Milliner 2022). 

 
Oxlumo (lumasiran) may not be approved for the following: 
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I. Individual with primary hyperoxaluria type 2 or type 3; OR 
II. Individual with a history of or planned kidney or liver transplant (NCT 03681184, NCT 

03905694, NCT 04152200); OR 
III. Use in combination with Rivfloza (nedosiran); OR 
IV. 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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