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Inlyta (axitinib) 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

1 year 

 
Medications Quantity Limit 
Inlyta (axitinib) May be subject to quantity limit 

 
APPROVAL CRITERIA  
 
Requests for Inlyta (axitinib) may be approved if the following criteria are met: 
 
I. Individual has a diagnosis of one of the following: 

A. Kidney Cancer, advanced renal cell carcinoma (RCC); AND 
1. Individual has histological confirmation of RCC with clear cell component (NCCN 

1, NCCN 2A); AND 
2. Individual is using in one of the following ways: 

a. Individual is using as first-line therapy; AND 
b. Using in one of the following combinations:  

i. Individual is using in combination with avelumab; OR 
ii. Individual is using in combination with pembrolizumab and has not 

received a prior PD-1 or PD-L1 agent; 
 
OR 
c. Individual has relapsed or stage IV clear cell RCC; AND 
d. Individual is using as subsequent therapy after first-line sunitinib therapy; 

OR 
e. Individual is using as subsequent therapy in combination with 

pembrolizumab; 
 

OR 
B. Kidney Cancer, advanced or metastatic renal cell carcinoma (Label, NCCN 2A);  

 AND 
1. Individual is using after failure of one prior systemic therapy; AND 
2. Individual is using as a single-agent; 

 
          OR 

C. Thyroid Carcinoma, including papillary, follicular and Oncocytic (NCCN 2A);  
 AND 

1. Other systemic therapies are not available or appropriate for treatment of  
  progressive and/or symptomatic iodine-refractory disease; 

 
OR 
D. Alveolar Soft Part Sarcoma (NCCN 2A); AND 

1. Individual is using in combination with pembrolizumab (Wilky 2019).  
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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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