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Turalio (pexidartinib) 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

1 year 

 
Medications Quantity Limit 
Turalio (pexidartinib) capsules May be subject to quantity limit 

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

I. Individual has a diagnosis of tenosynovial giant cell tumor [(TGCT), also known as 
GCT-TS or PVNS]; AND 

II. Disease is not amenable to surgical resection; AND 
III. Individual has symptomatic disease with severe morbidity or functional limitations at the 

time of request; 
 
OR 
IV. Individual has a diagnosis of symptomatic, relapsed or refractory Erdheim-Chester 

disease (NCCN 2A); AND 
V. Individual has colony stimulating factor 1 receptor (CSF1R) mutation target;  

 
 
OR 
VI. Individual has a diagnosis of Langerhans Cell Histiocytosis (LCH) (NCCN 2A); AND  

VII. Individual has colony stimulating factor 1 receptor (CSF1R) mutation target; AND 
VIII. One of the following:  

1. Individual has symptomatic or impending organ dysfunction; OR 
2. Individual has single-system lung LCH; OR  
3. Individual has single system bone disease with at least 2 lesions and not 

responsive to bisphosphonate treatment; OR 
4. Individual has lesions in central nervous system; OR 
5. Individual has relapsed or refractory disease;  

 
OR 
IX. Individual has a diagnosis of Rosai-Dorfman disease (NCCN 2A); AND   
X. Individual has colony stimulating factor 1 receptro (CSF1R) mutation target; AND 

XI. One of the following:  
1. Individual has symptomatic unresectable unifocal disease; OR 
2. Individual has symptomatic multifocal disease; OR  
3. Individual has relapsed or refractory disease. 
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Turalio (pexidartinib) may not be approved for the following: 
 

I. When the above criteria are not met; OR 
II. Individual has active or chronic infection with hepatitis C or hepatitis B virus, or known 

active or chronic infection with HIV (human immunodeficiency virus). 
 
Notes: 
Turalio has a black box warning for causing serious and potentially fatal liver injury. Liver tests 
should be completed prior to starting Turalio and during treatment. Withhold and reduce dose, 
or permanently discontinue Turalio based on severity of hepatotoxicity. Turalio is only available 
through a REMS (Risk Evaluation and Mitigation Strategy) program.   
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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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