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FDA assessment is indicated in colored fonts

NDA OPQ Review and Evaluation 

NDA 217513
Review # 01

OPQ RECOMMENDATION: APPROVAL

Drug Substance Retest Period: A cross reference is made to trametinib dimethyl 
sulfoxide drug substance sections of approved NDA #204114, registered as Mekinist®.
FDA Assessment: Retest date of  months may be granted when stored at the proposed 
storage conditions

Drug Product Expiration Dating Period: Proposed shelf life is 24 months and storage 
condition is “Store in original container in order to protect from light and moisture. Store 
refrigerated at 2°C - 8°C (36°F - 46°F) until reconstitution” for the powder and “Store the 
reconstituted solution below 25°C (77°F) and do not freeze. Use within 35 days of 
reconstitution” for the solution.
FDA Assessment: An expiration dating period of 24 months may be granted when stored 
at the proposed storage conditions.

Drug Name/Dosage Form Trametinib/Powder for oral solution
Strength 4.7 mg
Route of Administration Oral
Rx/OTC Dispensed Rx
Indication Trametinib 4.7 mg powder for oral solution in combination 

with dabrafenib 10 mg dispersible tablets for the treatment of 
BRAF V600E mutation-positive low-grade glioma in pediatric 
patients 1 year of age and older

Applicant Novartis Pharmaceutical Corporation
US agent, if applicable N/A

 [FDA will complete these sections.]

Submit Date(s) August 17, 2022
Received Date(s) August 17, 2022
PDUFA Goal Date February 17, 2023
Division/Office Division of Oncology 2/Office of Oncologic Diseases
Review Completion Date January 31, 2023
Established Name Trametinib
(Proposed) Trade Name Mekinist
Pharmacologic Class Kinase inhibitor
Recommendation on 
Regulatory Action

Approval

Reference ID: 5118541
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

XING WANG
01/31/2023 03:34:21 PM

RAJAN PRAGANI
01/31/2023 03:37:22 PM

HARIPADA SARKER
01/31/2023 10:12:19 PM

TEFSIT BEKELE
02/01/2023 06:25:20 AM

MEI OU
02/01/2023 07:40:12 AM

DIANE W GOLL
02/01/2023 08:49:10 AM

ZHAOYANG MENG
02/01/2023 08:50:39 AM

JULIE C NEMECEK
02/01/2023 08:52:18 AM

BRYAN S RILEY
02/01/2023 11:45:20 AM
I concur.
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