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Vidaza (azacitidine) 
 

Override Approval Duration 
Prior Authorization 1 year 

 
Medications 
Vidaza (azacitidine) 

 
APPROVAL CRITERIA 

 

Requests for Vidaza (azacitidine) may be approved if the following criteria are met: 
 

I. Individual has a diagnosis of myelodysplastic syndrome (MDS) (Label, NCCN 2A); 
 

  OR 
II. Individual has a diagnosis of newly diagnosed juvenile myelomonocytic leukemia (JMML); 

AND 
A. Individual is at least one month and older;  

 
OR 
III. Individual has a diagnosis of acute myelogenous leukemia (AML), and one of the following 

are met (NCCN 2A): 
A. Azacitidine is used as a single agent for individuals 60 years of age and older or 

individuals who cannot tolerate more aggressive regimens; OR 
B. Azacitidine is used in combination with venetoclax for individuals 60 years of age and 

older or individuals who cannot tolerate more aggressive regimens (NCCN 2A, DiNardo 
2019, DiNardo 2020); OR 

C. Azacitidine is used in combination with venetoclax for individuals with unfavorable risk 
genetics or TP53-mutated AML; OR 

D. Azacitidine is used in combination with sorafenib for relapsed or refractory AML 
with FLT3-ITD mutations; OR 

E. Azacitidine is used in combination with ivosidenib (Tibsovo) for newly diagnosed AML 
with a susceptible IDH1 (isocitrate dehydrogenase-1) mutation in adults 60 years of age 
or older, or who have comorbidities that preclude use of intensive induction chemotherapy 
(which includes at least one of the following: baseline Eastern Cooperative Oncology 
Group (ECOG) performance status of 2, severe cardiac or pulmonary disease, hepatic 
impairment with bilirubin > 1.5 times the upper limit of normal, creatinine clearance < 45 
mL/min, or other comorbidity) (Tibsovo Label); OR 

F. Individual has AML arising from MDS. 
 
OR 
IV. Individual has a diagnosis of myelofibrosis (MF) and one of the following are met (NCCN 2A): 

A. Azacitidine is used with or without ruxolitinib, fedratinib, or pacritinib in MF-accelerated 
phase: OR 

B. Azacitidine is used with or without ruxolitinib, fedratinib, or pacritinib in MF- blast 
phase/acute myeloid leukemia. 
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Requests for Vidaza (azacitidine) may not be approved for the following:  
 

I. Individual has advanced malignant hepatic tumors; OR 
II. When the above criteria are not met or for all other indications. 
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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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