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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216059 

Applicant Name Loxo Oncology, Inc., a wholly owned subsidiary of 
Eli Lilly and Company 

Drug Product Name JAYPIRCATM (pirtobrutinib) tablets 

Dosage Form. Tablet 

Proposed Strength(s) 50 mg and 100 mg 

Route of 
Administration  Oral 

Maximum Daily Dose 200 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 
For the treatment of adult patients with mantle cell 
lymphoma (MCL) who have previously been treated 
with a covalent BTK inhibitor 

Drug Product 
Description 

Pirtobrutinib tablets are supplied as 50 mg or 100 mg 
film-coated, debossed tablets for oral administration.   
The 50 mg tablet is a blue, arc-triangle tablet 
debossed with “Lilly” over “50” on one side and “6902” 
on the other. The 100 mg tablet is blue, round tablet 
debossed with “Lilly” over “100” on one side and 
“7026” on the other. 

Co-packaged product 
information N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Store at 20°C-25°C (68°F-77°F); excursions 
permitted between 15°C and 30°C (59°F and 86°F) 

Review Team 
Discipline  Primary  Secondary 

Drug Substance Kanny Wan Katherine 
Windsor 
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Drug Product/ 
Labeling Yang Nan Sherita 

McLamore 

Manufacturing Diane Goll Zhaoyang Meng 

Biopharmaceutics Gerlie Gieser Qi Zhang 

Microbiology N/A N/A 

Other (specify): 
 
 

None None 

RBPM Dahlia Walters 

ATL Yang Nan 

Consults None 
 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: An expiration dating period of 24 months when stored at 
20°C-25°C is granted  

 

b. Additional Comments for Action 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
 
OPQ recommends APPROVAL of NDA 216059 for the commercialization of  
JAYPIRCATM (pirtobrutinib) tablets, 50 mg and 100 mg.  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) (4)
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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  - N/A 

 
 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: 

 
 Additional Lifecycle Comments: None 
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