
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
APPLICATION NUMBER: 

 
219713Orig1s000 

 
PRODUCT QUALITY REVIEW(S) 

 



 

Title: NDA IQA Template Title Page-
EXEC SUMMARY 

 
Document ID: OPQ-ALL-TEM-0040 

Effective Date: 18 Sep 2023 Revision:  00 

Total Pages: 4   
Template Revision: 03 

 

 
 
 
 
 

 
Office of Pharmaceutical Quality 

 
New Drug Application (NDA) 

Integrated Quality Assessment Template 
 
 

 
  

Reference ID: 5580452



 

 Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

 
 

OPQ-ALL-TEM-0040  Page 2 of 4    

Revision:00        Effective Date:18 Sep 2023 

NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219713 

Applicant Name NUVATION BIO INC 

Drug Product Name IBTROZI™ (taletrectinib) 

Dosage Form   Capsule 

Proposed Strength(s)   200 mg 

NDA Classification   Type 1 - NME 

Route of Administration   Oral 

Maximum Daily Dose 600 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

IBTROZI™ (taletrectinib) is indicated for the 
treatment of adult patients with locally advanced or 
metastatic ROS1-positive non-small cell lung cancer 
(NSCLC) 

Drug Product Description 

Capsules: 200 mg, immediate release, white, opaque, 
Size 0, hard capsules filled with white to light yellow 
powder, imprinted with “TAL” and “200” in blue ink on 
the body of the capsule. Each capsule contains 272 
mg of taletrectinib adipate equivalent to 200 mg of 
taletrectinib. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store IBTROZI at 20°C to 25°C (68°F to 77°F); 
excursions are permitted to 15°C to 30°C (59°F to 
86°F) [see USP Controlled Room Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Kabir 
Shahjahan 

Haripada Sarker 
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Drug Product/ 
Labeling 

Amy Funk 
Olen Stephens 
David Claffey 
(labeling) 

Manufacturing Jiao Yang Nathan Davis 

Biopharmaceutics Haodan Yuan 
Hardikkumar 
Patel 

Microbiology Jiao Yang Nathan Davis 

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 has provided sufficient information to assure the identity, 
strength, purity, and quality of the proposed drug product. All associated 
manufacturing, testing, packaging facilities were deemed acceptable based 
on prior history, PAI and district recommendation. Two comparability 
protocols are also found acceptable after revision. Based on the OPQ review 
team’s evaluation of the information provided in the submission, OPQ 
recommends APPROVAL of NDA 219713 for IBTROZI™ (taletrectinib) 
capsules, for oral use.  

 
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 
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   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):  Yes 
Comments: 
The applicant submitted two comparability protocols: 
(1) Based on DP review, the comparability protocol to add a 90-count container 

configuration submitted as a CBE-0 is acceptable. 
(2) For drug product site addition  

 the applicant revised the comparability protocol to 
update the reporting category to CBE-30. This is acceptable per OPMA 
review.  

 
 Additional Lifecycle Comments:  

This NDA application was reviewed under the scope of ICH S9 for taletrectinib 
capsules which was confirmed by the non-clinical reviewer via email on 
2/18/2025. However, if the indications change for this drug product that do not 
qualify for the ICH S9 risk approach, a re-review of the  risks for the 
drug product should be considered. 

 
 
Application Technical Lead Name and Date: 
  

Xing Wang   04/28/2025 
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