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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219379 

Applicant Name SPRINGWORKS THERAPEUTICS INC 

Drug Product Name GOMEKLI (mirdametinib) 

Dosage Form   Tablet, for suspension 

Proposed Strength(s)   1 mg 

NDA Classification   Type 1 - NME 

Route of Administration   Oral 

Maximum Daily Dose 8 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

GOMEKLI is a kinase inhibitor indicated for the 
treatment of adult and pediatric patients 2 years of 
age and older with neurofibromatosis type 1 
(NF1) who have symptomatic plexiform 
neurofibromas (PN). 

Drug Product Description 

Tablets for Oral Suspension 
1mg: white to off-white, oval,  grape flavored 
tablet, debossed with “S” on one 
side. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F). Excursions 
permitted between 15°C to 30°C (59°F to 86°F). See 
USP Controlled Room Temperature. 
Protect from light. 

Review Team 

Discipline Primary Secondary 

Drug Substance Daniel Chan 
Katherine 
Windsor 
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Drug Product/ 
Labeling 

Tefsit Bekele 
Xing Wang 
David Claffey 
(labeling) 

Manufacturing 
Md Abdullah 
Mahmud 

Zhaoyang Meng 

Biopharmaceutics Gerlie Gieser Anitha Govada 

Microbiology 
Md Abdullah 
Mahmud 

Zhaoyang Meng 

Other (specify) None  

RBPM Janell Artis 

ATL Xing Wang 

Consults None 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: 
An expiration dating period of 30 months may be granted when stored at 
the proposed storage conditions. 
 
b. Additional Comments for Action:  None 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The original submission of NDA 219379 contains CMC information for  
 1 mg tablets. However, the applicant removed  

 
. The clinical pharmacology team confirmed that 

only keeping the 1 mg strength is acceptable based on the dosing regimen. 
The Applicant’s request to designate Mirdametinib Tablets for Oral 
Suspension as a BCS Class 1 drug substance/drug product is granted. For 
routine QC testing of Mirdametinib Tablets, the Applicant’s proposal to use 
disintegration testing (instead of dissolution testing) is acceptable. The 
applicant has provided sufficient information to assure the identity, strength, 
purity, and quality of the proposed drug product. All associated manufacturing, 
testing, packaging facilities are deemed acceptable. Based on the OPQ review 
team’s evaluation of the information provided in the submission, OPQ 
recommends APPROVAL of NDA219379 for GOMEKLITM (mirdametinib) 
tablets for oral suspension. 
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b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: None 

 
Comparability Protocols (PACMP):  No 
Comments: None 

 
 Additional Lifecycle Comments: 

None 
 

 
Application Technical Lead Name and Date: 
 

Xing Wang     12/30/2024 
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solution, and titanium 

dioxide. 

GOMEKLI 

(mirdametinib) 1 mg 

tablets for oral 

suspension contain 1 mg 

mirdametinib and the 

 

croscarmellose sodium, 

magnesium stearate, 

microcrystalline 

cellulose, grape 

flavor, and sucralose. 

The grape flavor 

includes corn syrup 

solids, modified corn 

starch, and triacetin.  

 

 

GOMEKLI 

(mirdametinib) 1 mg 

tablets for oral suspension 

contain 1 mg 

mirdametinib and the 

following inactive 

ingredients: 

croscarmellose sodium, 

magnesium stearate, 

microcrystalline cellulose, 

grape flavor, and 

sucralose. The grape 

flavor includes corn syrup 

solids, modified corn 

starch, and triacetin.  

  

 

For parenteral injectable dosage 

forms, include the name and 

quantities of all inactive ingredients. 

For ingredients added to adjust the pH 

or make isotonic, include the name 

and statement of effect. 

N/A  

If alcohol is present, must provide the 

amount of alcohol in terms of percent 

volume of absolute alcohol 

N/A  

Pharmacological/therapeutic 

class  

kinase inhibitor  Adequate 

Chemical name, structural formula, 

molecular weight  

Chemical name: R)-N-

(2,3-dihydroxypropoxy)-

3,4-difluoro-2-((2-

fluoro-4 iodophenyl) 

amino) benzamide 

Structural formula: 

C16H14 F3IN2O4 

Molecular weight: 

482.20 g/mol 

Adequate 

If radioactive, statement of important 

nuclear characteristics. 

N/A  

Reference ID: 5504200

(b) (4)

(b) (4)





OPQ-XOPQ-TEM-0001v06                 Page 7              Effective Date: February 1, 2019 

 

Identification of dosage forms, 

e.g., shape, color, coating, 

scoring, imprinting, NDC 

number 

Capsules 

1 mg: Light green body and 

cap with “MIR 1 mg” 

printed on the cap in white 

ink. 

2 mg:  White body and a 

blue green cap with “MIR 

2 mg” printed on the cap in 

white ink. 

Tablets for oral suspension 

White to off-white, oval 

tablet, debossed with “S” 

on one side. 

NDC numbers are 

included  

Make the changes shown in 

red to match the description 

provided under section 3  
 

Tablets for oral suspension 

White to off-white, oval, grape 

flavored tablet, debossed with 

“S” on one side. 

 

Assess if the tablet is scored.  If 

product meets guidelines and 

criteria for a scored tablet, state 

“functionally scored” 

N/A  

For injectable drug products for 

parental administration, use 

appropriate package type term 

(e.g., single-dose, multiple-dose, 

single-patient-use). Other 

package terms include pharmacy 

bulk package and imaging bulk 

package. 

N/A  

Special handling about the 

supplied product (e.g., protect 

from light, refrigerate). If there 

is a statement to “Dispense in 

original container,” provide 

reason why (e.g. to protect from 

light or moisture, to maintain 

stability, etc.) 

N/A 

 

 

If the product contains a 

desiccant, ensure the size and 

shape differ from the dosage 

form and desiccant has a 

warning such as “Do not eat.” 

N/A  
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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219389 

Applicant Name SPRINGWORKS THERAPEUTICS INC 

Drug Product Name GOMEKLI (mirdametinib) 

Dosage Form   Capsule 

Proposed Strength(s)   1 mg and 2 mg 

NDA Classification   Type 1 - NME 

Route of Administration   Oral 

Maximum Daily Dose 8 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

GOMEKLI is a kinase inhibitor indicated for the 
treatment of adult and pediatric patients 2 years of 
age and older with neurofibromatosis type 1 
(NF1) who have symptomatic plexiform 
neurofibromas (PN). 

Drug Product Description 

Capsules: 
• 1 mg: light green body and cap with “MIR 1 mg” 
printed on the cap in white ink. 
• 2 mg: white body and a blue-green cap with “MIR 2 
mg” printed on the cap in white ink. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F). Excursions 
permitted between 15°C to 30°C (59°F to 86°F). See 
USP Controlled Room Temperature. 
Protect from light. 

Review Team 

Discipline Primary Secondary 

Drug Substance Daniel Chan 
Katherine 
Windsor 
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Drug Product/ 
Labeling 

Tefsit Bekele 
Xing Wang 
David Claffey 
(labeling) 

Manufacturing 
Md Abdullah 
Mahmud 

Zhaoyang Meng 

Biopharmaceutics Gerlie Gieser Anitha Govada 

Microbiology 
Md Abdullah 
Mahmud 

Zhaoyang Meng 

Other (specify) None  

RBPM Janell Artis 

ATL Xing Wang 

Consults None 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: 
An expiration dating period of 36 months may be granted when stored at 
the proposed storage conditions. 
 
b. Additional Comments for Action:  None 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The applicant submitted two NDAs for mirdametinib tablet (NDA 219379) and 
mirdametinib capsule (NDA 218389) formulation concurrently. NDA 219389 
contains relevant data to support the capsule formulation and cross-
references all other modules in mirdametinib tablet NDA 219379 for supporting 
data. The Applicant’s request to designate Mirdametinib Capsules as a BCS) 
Class 1 drug substance/drug product is granted. The applicant has provided 
sufficient information to assure the identity, strength, purity, and quality of the 
proposed drug product. All associated manufacturing, testing, packaging 
facilities are deemed acceptable. Based on the OPQ review team’s evaluation 
of the information provided in the submission, OPQ recommends APPROVAL 
of NDA219389 for GOMEKLITM (mirdametinib) capsules, for oral use. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
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   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: None 

 
Comparability Protocols (PACMP):  No 
Comments: None 

 
 Additional Lifecycle Comments: 

None 
 

 
Application Technical Lead Name and Date: 
 

Xing Wang     12/30/2024 
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solution, and titanium 

dioxide. 

GOMEKLI 

(mirdametinib) 1 mg 

tablets for oral 

suspension contain 1 mg 

mirdametinib and the 

 

croscarmellose sodium, 

magnesium stearate, 

microcrystalline 

cellulose, grape 

flavor, and sucralose. 

The grape flavor 

includes corn syrup 

solids, modified corn 

starch, and triacetin.  

 

 

GOMEKLI 

(mirdametinib) 1 mg 

tablets for oral suspension 

contain 1 mg 

mirdametinib and the 

following inactive 

ingredients: 

croscarmellose sodium, 

magnesium stearate, 

microcrystalline cellulose, 

grape flavor, and 

sucralose. The grape 

flavor includes corn syrup 

solids, modified corn 

starch, and triacetin.  

  

 

For parenteral injectable dosage 

forms, include the name and 

quantities of all inactive ingredients. 

For ingredients added to adjust the pH 

or make isotonic, include the name 

and statement of effect. 

N/A  

If alcohol is present, must provide the 

amount of alcohol in terms of percent 

volume of absolute alcohol 

N/A  

Pharmacological/therapeutic 

class  

kinase inhibitor  Adequate 

Chemical name, structural formula, 

molecular weight  

Chemical name: R)-N-

(2,3-dihydroxypropoxy)-

3,4-difluoro-2-((2-

fluoro-4 iodophenyl) 

amino) benzamide 

Structural formula: 

C16H14 F3IN2O4 

Molecular weight: 

482.20 g/mol 

Adequate 

If radioactive, statement of important 

nuclear characteristics. 

N/A  
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Identification of dosage forms, 

e.g., shape, color, coating, 

scoring, imprinting, NDC 

number 

Capsules 

1 mg: Light green body and 

cap with “MIR 1 mg” 

printed on the cap in white 

ink. 

2 mg:  White body and a 

blue green cap with “MIR 

2 mg” printed on the cap in 

white ink. 

Tablets for oral suspension 

White to off-white, oval 

tablet, debossed with “S” 

on one side. 

NDC numbers are 

included  

Make the changes shown in 

red to match the description 

provided under section 3  
 

Tablets for oral suspension 

White to off-white, oval, grape 

flavored tablet, debossed with 

“S” on one side. 

 

Assess if the tablet is scored.  If 

product meets guidelines and 

criteria for a scored tablet, state 

“functionally scored” 

N/A  

For injectable drug products for 

parental administration, use 

appropriate package type term 

(e.g., single-dose, multiple-dose, 

single-patient-use). Other 

package terms include pharmacy 

bulk package and imaging bulk 

package. 

N/A  

Special handling about the 

supplied product (e.g., protect 

from light, refrigerate). If there 

is a statement to “Dispense in 

original container,” provide 

reason why (e.g. to protect from 

light or moisture, to maintain 

stability, etc.) 

N/A 

 

 

If the product contains a 

desiccant, ensure the size and 

shape differ from the dosage 

form and desiccant has a 

warning such as “Do not eat.” 

N/A  
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