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Exondys 51 (eteplirsen) 
 
Override(s) Approval Duration 
Prior Authorization  6 months 

 
Medications Dosing Limit 
Exondys 51 (eteplirsen) 50mg/mL  
injection, solution, concentrate 

30 mg/kg once weekly 

 
 
APPROVAL CRITERIA 
 
Initial requests for Exondys 51 (eteplirsen) may be approved if the following criteria are met: 

 
I. Individual has a confirmed diagnosis of Duchenne muscular dystrophy (DMD); AND 

II. Documentation is provided that individual has a genetic mutation that is amenable to  
  exon 51 skipping; AND 

III. Individual is age 7-13 years of age  (NCT01396239 [Study 201] and NCT01540409 
[Study 202]); AND 

IV. Individual is using a corticosteroid; AND 
V. Documentation is provided that shows individual must be able to walk an average 

distance between 200 and 400 meters (+/- 10%) while walking independently during 
6MWT  (NCT01396239 [Study 201] and NCT01540409 [Study 202]); AND 

VI. Individual will not use with any other exon skipping agents for DMD (including but not 
limited to Vyondys 53).  

 
 
Continuation of therapy with Exondys 51 (eteplirsen) may be approved if the following criteria 
are met: 

 
I. Criteria above were met at initiation of therapy; AND 

II. Documentation is provided that individual remains ambulatory (with or without needing  
 an assistive device, such as a cane or walker). 

 
 
Requests for Exondys 51 (eteplirsen) may not be approved when the criteria above 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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