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Proleukin (aldesleukin) 
 
Override(s) Approval Duration 
Prior Authorization 1 year 

 
Medications 
Proleukin (aldesleukin) 

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

I. Individual has metastatic malignant melanoma; AND 
II. ECOG (Eastern Cooperative Oncology Group) performance status 0-1; 

 
OR 

III. Individual has metastatic renal cell cancer; AND 
IV. ECOG (Eastern Cooperative Oncology Group) performance status 0-1; 

 
     OR 

V. Individual is using in the treatment of high-risk neuroblastoma in pediatrics after 
response to induction therapy and stem cell transplantation (Unituxin 2020); AND 

A. Individual is using in combination with isotretinoin, dinutuximab, and 
sargramostim (Ladenstein 2018).  

 
 
Proleukin (aldesleukin) may not be approved for any of the following: 
 

I. Individual has an abnormal thallium stress test; OR 
II. Individual has an abnormal pulmonary function test; OR 

III. Individual with organ allografts; OR 
IV. Individual has active systemic infections; OR 
V. When the above criteria are not met, and for all other indications. 

 
 
 

Note:  
Proleukin has black box warnings that limits its use to only administration in a hospital setting 
under the supervision of a qualified physician. These box warnings include use restricted to 
patients with normal cardiac and pulmonary functions as defined by thallium stress testing and 
formal pulmonary function testing, and adverse effects, such as capillary leak syndrome 
resulting in cardiac issues and other abnormalities, and impaired neutrophil function leading to 
increased risk of disseminated infection. Proleukin should also not be given to patients who 
develop moderate or severe lethargy or somnolence due to risk of coma.  
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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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