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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 219097 

Applicant Name Shorla Pharma Ltd. 

Drug Product 
Name 

IMKELDI (imatinib) oral solution 

Dosage Form.   Solution 

Proposed 
Strength(s) 

80 mg/mL  

Route of 
Administration 

  Oral 

Maximum Daily 
Dose 

800 mg 

Rx/OTC Dispensed   Rx 

Proposed 
Indication 

Imkeldi is a kinase inhibitor indicated for the treatment of: 

 Newly diagnosed adult and pediatric patients with 
Philadelphia chromosome positive chronic myeloid 
leukemia (Ph+ CML) in chronic phase.  

 Patients with Philadelphia chromosome positive 
chronic myeloid leukemia (Ph+ CML) in blast crisis 
(BC), accelerated phase (AP), or in chronic phase 
(CP) after failure of interferon-alpha therapy.  

 Adult patients with relapsed or refractory Philadelphia 
chromosome positive acute lymphoblastic leukemia 
(Ph+ ALL).  

 Pediatric patients with newly diagnosed Philadelphia 
chromosome positive acute lymphoblastic leukemia 
(Ph+ ALL) in combination with chemotherapy. 

 Adult patients with myelodysplastic/myeloproliferative 
diseases (MDS/MPD) associated with platelet-derived 
growth factor receptor (PDGFR) gene re-
arrangements.  

 Adult patients with aggressive systemic mastocytosis 
(ASM) without the D816V c-Kit mutation or with c-Kit 
mutational status unknown.  
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 Adult patients with hypereosinophilic syndrome (HES) 
and/or chronic eosinophilic leukemia (CEL) who have 
the FIP1L1-PDGFRα fusion kinase (mutational 
analysis or fluorescence in situ hybridization [FISH] 
demonstration of CHIC2 allele deletion) and for 
patients with HES and/or CEL who are FIP1L1-
PDGFRα fusion kinase negative or unknown.  

 Adult patients with unresectable, recurrent and/or 
metastatic dermatofibrosarcoma protuberans (DFSP).  

 Patients with Kit (CD117) positive unresectable 
and/or metastatic malignant gastrointestinal stromal 
tumors (GIST).  

 Adjuvant treatment of adult patients following 
resection of Kit (CD117) positive GIST. 

Drug Product 
Description 

The proposed drug product is provided as a clear yellow 
to brownish yellow colored solution, with a strawberry 
flavor. It contains 80 mg/mL of imatinib (equivalent to 
95.57 mg/ mL of imatinib mesylate). The drug product is 
stored in -mL Polyethylene Terephthalate (PET) 
amber bottle capped
tamper evident child-resistant cap

foam liner.  

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 to 15°C to 30°C (59°F to 86°F), USP controlled 
room temprature conditions.  

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
Siva Mandadapu Haripada Sarker 

Drug Product/ 
Labeling 

Damien Duveau Olen Stephens 

Manufacturing Steve Hertz/ James Norman 

Biopharmaceutics NA NA 
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Micro 
 
 

Andrew Brown Denise Miller 

RBPM Dahlia Walters 

ATL Shalini Anand 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: An expiration dating period of 36 months is granted for 

the drug product when stored at USP controlled room temprature storage 

conditions i.e., 20°C to 25°C (68°F to 77°F), excursions permitted to 15°C to 

30°C (59°F to 86°F). 

b. Additional Comments for Action: n/a 
. 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

OPQ recommends APPROVAL of NDA 219097 for the commercialization of 

IMKELDI (imatinib) oral solution.  Based on our evaluation of the available 

information, the Applicant provided sufficient information to support an approval 

recommendation from the drug product quality perspective.  The Applicant 

provided adequate information on the proposed drug product to ensure the identity, 

strength, purity, and quality of the proposed drug product. The overall 

manufacturing inspection recommendation is approval for all the facilities 

associated with this application. The proposed labeling and labels include 

adequate information to meet the regulatory requirements. 

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
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   Drug Product  - Adequate 

   Quality Labeling*      -         Adequate   

   Manufacturing  - Adequate 

   Biopharmaceutics - N/A 

   Microbiology            -          Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
 
Comments:  N/A 

 
 Additional Lifecycle Comments: N/A 
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