
                  

 

PAGE 1 of 4 06/13/2025  

Tasigna (nilotinib) 

 

Override(s) Approval Duration 

Prior Authorization 
Quantity Limit 

1 year 

 

 

Medications Quantity Limit 

Tasigna (nilotinib) May be subject to quantity limit 

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

I. Individual is 1 year of age or older (Label, NCCN 2A); AND 
II. Individual has newly diagnosed, low risk, chronic phase (CP) Philadelphia chromosome 

positive Chronic Myeloid Leukemia (Ph+CML); AND 
III. Individual does not have any of the following mutations:  

A. T315I; OR 
B. Y253H; OR 
C. E255K/V; OR 
D. F359V/C/I; OR 
E. G250E; 

 
AND 
1. Individual has been receiving and is maintained on a stable dose of 

Tasigna. Medication samples/coupons/discount cards are excluded 

from consideration as a trial.; 
 

OR 
2. Individual has had a trial and inadequate response or intolerance to 

generic imatinib. Medication samples/coupons/discount cards are 
excluded from consideration as a trial.; 

 
OR 

3. Individual has resistance, contraindication or warning to generic 
imatinib due to current clinical conditions, including but not limited to 
pulmonary arterial hypertension, pleural or pericardial effusion, or 
cardiac abnormalities; 

 
OR 
IV. Individual is 1 year of age or older (Label, NCCN 2A); AND 
V. Individual has newly diagnosed, intermediate or high risk, chronic phase (CP) 

Philadelphia chromosome positive Chronic Myeloid Leukemia (Ph+CML); AND 
VI. Individual does not have any of the following mutations:  
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A. T315I; OR 
B. Y253H; OR 
C. E255K/V; OR 
D. F359V/C/I; OR 
E. G250E; 

 
OR 
VII. Individual has newly diagnosed, accelerated phase (AP) or blast phase (BP) 

Philadelphia chromosome positive Chronic Myeloid Leukemia (Ph+CML) (NCCN 2A); 
AND 

VIII. Individual does not have any of the following BCR-ABL1 mutations: 
A. T315I; OR 
B. Y253H; OR 
C. E255K/V; OR 
D. F359V/C/I; OR 
E. G250E; 

 
OR 
IX. Individual has a diagnosis of chronic phase (CP), accelerated phase (AP), or blast 

phase (BP) Philadelphia chromosome positive Chronic Myeloid Leukemia (Ph+ CML) 
and is using as alternate treatment after prior treatment with asciminib, imatinib, 
bosutinib, or nilotinib (Label, NCCN 2A); AND 

X. Individual does not have any of the following mutations:  
A. T315I; OR 
B. Y253H; OR 
C. E255K/V; OR 
D. F359V/C/I; OR 
E. G250E; 

 
OR 
XI. Individual has a diagnosis of Philadelphia chromosome positive Chronic Myeloid 

Leukemia (Ph+CML) and is using as maintenance or continuation of therapy (NCCN 
2A); 

 
OR 
XII. Individual has a diagnosis of Philadelphia chromosome positive Acute Lymphoblastic 

Leukemia (Ph+ ALL) and is using in maintenance therapy; AND 
XIII. Individual is using in combination with vincristine and prednisone with or without 

methotrexate and mercaptopurine;  
 

OR 
XIV. Individual has a diagnosis of Philadelphia chromosome positive Acute Lymphoblastic 

Leukemia (Ph+ALL); AND 
XV. Individual is using post-hematopoietic stem cell transplant;  
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OR  
XVI. Individual has a diagnosis of Philadelphia chromosome positive Acute Lymphoblastic 

Leukemia (Ph+ALL) and is using in relapsed/refractory disease; AND 
XVII. Individual does not have any of the following mutations (NCCN 2A):  

A. T315I; OR 
B.  Y253H; OR 
C.  E255K/V; OR 
D.  F359V/C/I; OR 
E. G250E;  

 
OR   

XVIII. Individual has a diagnosis of Philadelphia chromosome positive Acute Lymphoblastic 
Leukemia (Ph+ALL) and is using Tasigna (nilotinib HCl) as a component of either 
induction therapy or in induction/consolidation therapy (NCCN 2A); AND 

A. T315I; OR 
B. Y253H; OR 
C. E255K/V; OR 
D.  F359V/C/I; OR 
E. G250E;  

 
OR 

XIX. Individual has a diagnosis of Gastrointestinal Stromal Tumors (GIST) (NCCN 2A); AND  
XX. Individual is no longer receiving benefit from imatinib, sunitinib, and regorafenib (NCCN 

2A);  
 
OR 

XXI. Individual has a diagnosis of metastatic or unresectable cutaneous melanoma (NCCN 
2A); AND 

XXII. Individual has activating mutations of KIT; AND 
XXIII. Individual is using as a single agent; 

 
OR 

XXIV. Individual has a diagnosis of pigmented villonodular synovitis/tenosynovial giant cell 
tumor (PVNS/TGCT) (NCCN 2A); AND 

XXV. Individual is using as a single agent; 
 
OR  

XXVI. Individual has a diagnosis for myeloid/lymphoid neoplasm chronic or blast phase with 
eosinophilia (NCCN 2A); AND 

XXVII. Individual has ABL1 rearrangement. 
 
 
 
Note:  
Tasigna (nilotinib) has black box warnings for QT prolongation and sudden death. ECGs to 
monitor the QTc, should be performed at baseline, seven days after initiation, following any 
dose adjustments, and periodically thereafter. The use of concomitant drugs known to prolong 
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the QT interval and strong CYP3A4 inhibitors (e.g., ketoconazole, itraconazole, clarithromycin, 
atazanavir, indinavir, nefazodone, nelfinavir, ritonavir, saquinavir, telithromycin, voriconazole) 
should be avoided. Therapy should not be administered to individuals with hypokalemia, 
hypomagnesium, or long QT syndrome. Prior to administration and periodically during therapy, 
hypokalemia and hypomagnesemia should be monitored for and deficiencies corrected if 
occurs.  
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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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