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Clinical Policy Title: imatinib mesylate 

Policy Number: RxA.788  

Drug(s) Applied: imatinib mesylate 

Original Policy Date: 04/13/2023 

Last Review Date: 12/11/2025 

Line of Business Policy Applies to: All lines of business (except Medicare) 
 

Criteria 
 

I. Initial Approval Criteria 
A. FDA Labelled Indications (must meet all): 

1. Diagnosis of one of the following: 
a. Newly diagnosed Philadelphia chromosome positive (Ph+/BCR-ABL+) chronic myeloid leukemia in 

chronic phase; 
b. Philadelphia chromosome positive (Ph+/BCR-ABL+) chronic myeloid leukemia in blast crisis, 

accelerated phase, or in chronic phase after failure of interferon-alpha therapy; 
c. Relapsed or refractory Philadelphia chromosome (Ph+/BCR-ABL+) acute lymphoblastic leukemia; 
d. Newly diagnosed Philadelphia chromosome (Ph+/BCR-ABL+) acute lymphoblastic leukemia in 

combination with chemotherapy; 
e. Myelodysplastic/myeloproliferative diseaseassociated platelet-derived growth factor receptor gene 

arrangements; 
f. Aggressive systemic mastocytosiswithouthe D816V c-Kit mutation or with unknown c-Kit mutation 

status; 
g. Hypereosinophilic syndrome or chronic eosinophilic leukemia with FIP1L1-PDGFRα fusion kinase or 

with unknown mutation status; 
h. Unresectable, recurrent, or metastatic dermatofibrosarcoma protuberans; 
i. Kit (CD117) positve unresectable or metastatic malignant gastrointestinal tromal tumors (GIST); 
j. Adjuvant treatment following resection of Kit (CD117) positive GIST. 

Initial Approval Duration 
All Lines of Business (except Medicare): 12 months 
 

II. Continued Therapy Approval 
A. All Indications in Section I (must meet all): 

1. Auto-approval based on lookback functionality within the past 120 days as a proxy for member 
responding positively to therapy.  

Approval Duration 
All Lines of Business (except Medicare): 12 months 
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