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Arzerra (ofatumumab) 
 

Override(s) Approval Duration 
Prior Authorization 1 year 

 
Medications 
Arzerra (ofatumumab) 

 
  
APPROVAL CRITERIA  
 
Requests for Arzerra (ofatumumab) may be approved if the following criteria are met: 
 

I. Individual has a diagnosis of chronic lymphocytic leukemia/small lymphocytic lymphoma 
(CLL/SLL); AND 

II. Individual is using for one of the following: 
A. As first-line therapy in combination with chlorambucil; OR 
B. Treatment of relapsed or refractory CLL/SLL, as a single agent and only in one 

line of therapy, or in combination with fludarabine and cyclophosphamide; OR 
C. As maintenance treatment for up to 24 months when the following criteria are met:  

1. Treatment is following at least two lines of therapy for relapsed or progressive 
disease; AND  

2.  A complete or partial response has been achieved;  
 
OR 
III. Individual has a diagnosis of Waldenström Macroglobulinemia/Lymphoplasmacytic 

Lymphoma (NCCN 2A); AND 
A. Individual is rituximab-intolerant; AND 
B. Individual is using as a single agent or in combination; AND 
C. Individual is using when previously treated disease did not respond to primary 

therapy or for progressive or relapsed disease. 
 
 
Requests for Arzerra (ofatumumab) may not be approved for the following:  
 

I. Treatment of multiple sclerosis; OR  
II. All other indications not included above. 

 
 
 
Note:  
Arzerra (ofatumumab) has a black box warning for hepatitis B reactivation which, in some 
cases, results in fulminant hepatitis, hepatic failure, and death. Arzerra also has a black box 
warning for progressive multifocal leukoencephalopathy which can occur in patients receiving 
CD20-directed antibodies, including Arzerra.   
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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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