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Scenesse (afamelanotide) 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

Initial requests: 6 months 
Continuation requests: 1 year 

 
 
Medications Quantity Limit 
Scenesse 16 mg subcutaneous implant 1 implant (16 mg) per 2 months 

 
 
APPROVAL CRITERIA 
 
Initial requests for Scenesse (afamelanotide) 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 erythropoietic protoporphyria (EPP); AND 

III. Documentation is provided that diagnostic tests confirm elevated levels of free 
protoporphyrin in peripheral erythrocytes (NCT00979745); AND 

IV. Individual has confirmed history of phototoxic reactions from EPP (such as skin burning, 
itching, and pain). 

 
Continuation requests for Scenesse (afamelanotide) may be approved if the following criteria 
are met: 
 

I. Individual experienced a clinically significant response to treatment, including a 
reduction in phototoxic reactions, or an increase in the pain-free period during direct 
sunlight exposure. 

 
 
Scenesse (afamelanotide) may not be approved for the following (NCT00979745): 
 

I. Individual has history of melanoma or dysplastic nevus syndrome; OR 
II. Individual has current diagnosis of Bowen’s disease, basal or squamous cell 

carcinoma, or other malignant or premalignant skin lesions; OR 
III. Individual has any other photodermatosis, such as polymorphous light eruption (PLE), 

discoid lupus erythematosus (DLE), or solar urticaria; OR 
IV. 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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