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Bosulif (bosutinib) 
     

 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

1 year 

 
Medications Quantity Limit 
Bosulif (bosutinib)  May be subject to quantity limit 
 
 
APPROVAL CRITERIA 

Requests for Bosulif (bosutinib) may be approved if the following criteria are met: 

I. Individual has a diagnosis of Chronic Myeloid Leukemia (CML); AND 
A. Individual has newly-diagnosed chronic phase Philadelphia-positive (Ph+) or BCR-

ABL1 positive (test results confirmed) disease; OR 
 
B. Individual has chronic, accelerated, or blast phase Ph+ disease, with resistance or 

intolerance to prior treatment (Label, NCCN 2A); AND 
C. Individual does not have any of the following contraindicated mutations: 

1. T315I; OR 
2. V299L; OR 
3. G250E; OR 
4. F317L; 

 
OR 
D. Individual has chronic phase Ph+ disease and using Bosulif (bosutinib) as 

alternative treatment after imatinib, dasatinib, or nilotinib for the following BCR-
ABL1 mutation profiles (NCCN 2A): 

1. E255K/V; OR 
2. F317L/V/I/C; OR 
3. F359V/C/I; OR 
4. T315A; OR 
5. Y253H; OR 

 
OR 
II. Individual has a diagnosis of relapsed/refractory Ph+ Acute Lymphoblastic Leukemia 

(ALL) (NCCN 2A); AND 
A. Individual does not have any of the following BCR-ABL1 mutations:  

1. T315I; OR 
2. V299L; OR 
3. G250E; OR 
4. F317L; AND 

B. Individual is using as a single agent; OR 
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C. Individual is using in combination with an induction regimen not previously given;  
 

OR 
III. Individual has a diagnosis of B-cell precursor acute lymphocytic leukemia (B-ALL); AND 

A. Individual is using in combination with Blincyto (blinatumomab) for one of the 
following:  

1. Consolidation therapy with persistent or rising minimal residual disease 
(MRD) following a complete response (CR) to induction therapy; OR 

2. Relapsed or refractory disease. 
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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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