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Saphnelo (anifrolumab-fnia) 
 

Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

Initial requests: 6 months 
Continuation requests: 1 year 

 
 
Medications Quantity Limit 
Saphnelo (anifrolumab-fnia) May be subject to quantity limit 

 
 
APPROVAL CRITERIA 
 
Initial requests for Saphnelo (anifrolumab-fnia) may be approved if the following criteria are 
met: 
 

I. Individual is 18 years of age or older; AND 
II. Individual has a diagnosis of Systemic Lupus Erythematosus per the American College 

of Rheumatology (ACR); AND 
III. Documentation is provided that disease is considered moderate to severe, and is active 

and documented by a SLEDAI-2K score greater than or equal to 6 while on current 
treatment regimen for SLE; AND 

IV. Documentation is provided that individual has a positive anti-nuclear antibody (ANA) 
titer greater than or equal to 1:80 or anti-dsDNA greater than or equal to 30 IU/mL; AND 

V. Individual’s SLE disease remains active while on corticosteroids, antimalarials, or 
immunosuppressants (alone or as combination therapy) for at least the last 30 days; 
AND 

VI. Individual is using in combination with standard therapy (for example, corticosteroids, 
antimalarials, and/or immunosuppressants [but not other biologics or 
cyclophosphamide]). 

 
 
Continuation requests for Saphnelo (anifrolumab-fnia) may be approved if all of the following 
criteria are met: 
 

I. Documentation is provided showing improvement in disease activity following treatment 
with Saphnelo (anifrolumab-fnia) indicating a therapeutic response; AND 

II. Individual has no evidence of severe active central nervous system lupus (such as 
psychosis or seizures); AND 

III. Individual has no evidence of severe active lupus nephritis (defined as proteinuria 
greater than 6 gm/d, serum creatinine greater than 2.5 mg/dl, or requiring dialysis); AND 

IV. Individual is using in combination with standard therapy (for example, corticosteroids, 
antimalarials, and/or immunosuppressants [but not other biologics or 
cyclophosphamide]). 
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Saphnelo (anifrolumab-fnia) may not be approved for the following: 
 

I. Individual has evidence of severe active central nervous system lupus (such as 
psychosis or seizures); OR 

II. Individual has evidence of severe active lupus nephritis (defined as proteinuria greater 
than 6 gm/d, serum creatinine greater than 2.5 mg/dl, or requiring dialysis); OR 

III. Individual is using in combination with another biologic (including, but not limited to, B-
cell targeted therapies or belimumab), voclosporin, or cyclophosphamide; OR 

IV. Individual has human immunodeficiency virus (HIV) infection, hepatitis B virus infection, 
or hepatitis C virus infection (NCT01438489, NCT02446912, NCT02446899).  
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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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