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FDA assessment is indicated in colored fonts

NDA OPQ Review and Evaluation 

NDA 216993
Review # XX

OPQ RECOMMENDATION: APPROVAL

Drug Substance Retest Period:  
 are the proposed retest period and storage conditions.

FDA Assessment: Retest date of  may be granted when stored at the proposed 
storage conditions

Drug Product Expiration Dating Period: 60 months at Controlled Room Temperature 
20°–25°C (68°–77° F) are the proposed shelf life and storage conditions.
FDA Assessment: An expiration dating period of 60 months may be granted when stored 
at the proposed storage conditions.

[Applicant will complete this section.]

Drug Name/Dosage Form Quizartinib Tablets
Strength 17.7 mg and 26.5 mg
Route of Administration Oral
Rx/OTC Dispensed Rx
Indication VANFLYTA is indicated in combination with standard 

cytarabine and anthracycline induction and standard 
cytarabine consolidation chemotherapy, and as continuation 
monotherapy following consolidation, for the treatment of 
adult patients with newly diagnosed acute myeloid leukemia 
(AML) who are FMS like tyrosine kinase 3-internal tandem 
duplication (FLT3-ITD) positive, as detected by an FDA 
approved test.

Applicant Daiichi Sankyo Inc.
US agent, if applicable N/A

 [FDA will complete these sections.]

Submit Date(s) August 24, 2022
Received Date(s) August 24, 2022
PDUFA Goal Date April 24, 2023

Reference ID: 5119995
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