
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

219304Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 



Deciphera Pharmaceuticals NDA 219304
Vimseltinib (DCC-3014) NDA OPQ Review and Evaluation

Page 1 of 170

All FDA assessment is indicated in colored fonts: Executive Summary, Drug Substance, Drug Product, 
Environmental Assessment, labeling, Process, Facility, Biopharmaceutics, and Microbiology.

NDA OPQ Review and Evaluation 

NDA 219304
Review # 01

OPQ RECOMMENDATION: APPROVAL

Drug Substance Retest Period: A retest period of  months is supported for vimseltinib 
drug substance when stored °C. 

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

Drug Product Expiration Dating Period: A shelf life of 24 months will be applied to the 
drug product (  14 mg, 20 mg, and 30 mg) packaged in oPA-film/aluminum 
foil/PVC-film(oPA/Alu/PVC) blisters with push-through aluminum foil lidding when 
stored at controlled room temperature (stored at controlled temperature of 20°C to 25°C 
with excursions permitted between 15°C and 30°C). Vimseltinib capsules should remain 
in their original packaging until ready to be taken.

FDA Assessment: An expiration dating period of 24 months may be granted when stored 
at the proposed storage conditions (Controlled room temperature: 20°–25° (68°–77° F)).

[Applicant will complete this section.]

Drug Name/Dosage Form Vimseltinib/Capsules
Strength  14 mg, 20 mg, 30 mg
Route of Administration Oral
Rx/OTC Dispensed Rx
Indication Treatment of adult patients with symptomatic tenosynovial 

giant cell tumor (TGCT).
Applicant Deciphera Pharmaceuticals, LLC
US agent, if applicable N/A

 [FDA will complete these sections.]

Submit Date(s) June 17, 2024
Received Date(s) June 17, 2024
PDUFA Goal Date February 17, 2025
Division/Office Division of Oncology 3/Office of Oncologic Diseases
Review Completion Date December 18, 2024

Reference ID: 5498554
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