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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 219249 

Applicant Name GENENTECH INC 

Drug Product Name Inavolisib 

Dosage Form  Tablet 

Proposed Strength(s)  3 mg and 9 mg 

NDA Classification  Type 1 - NME 

Route of Administration  Oral 

Maximum Daily Dose 9 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 

Drug Product Description 

Film-coated tablets: 
• 3 mg: red and round convex-shaped with an “INA 3” 

 on one side. 
• 9 mg: pink and oval-shaped with an “INA 9” 

 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 and 30°C (between 59°F 
and 86°F) [see USP Controlled Room Temperature]. 

Review Team Discipline Primary Secondary 
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Drug Substance 
Kabir 
Shahjahan 

Haripada Sarker 

Drug Product/ 
Labeling 

Olen Stephens 
Xing Wang/ 
David Claffey 
(labeling) 

Manufacturing Diane Goll Zhaoyang Meng 

Biopharmaceutics Payal Agarwal Anitha Govada 

Microbiology Diane Goll Zhaoyang Meng 

Other (specify) N/A  

RBPM Utkarsh Desai 

ATL Xing Wang 

Consults None 

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

a. Expiration Dating: 
An expiration dating period of 24 months may be granted when stored at 
the proposed storage conditions.  
 
b. Additional Comments for Action  
N/A 

 
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, file review and district recommendation. Based on the OPQ 
review team’s evaluation of the information provided in the submission, OPQ 
recommends APPROVAL of NDA 219249 for Inavolisib tablets, 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 
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   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:  Yes 
Comments:  
A product lifecycle management (PLCM) document was submitted to detail 
proposed plans about Established Conditions (ECs), non-Established Conditions 
(non-ECs), and Post-Approval Change Management Protocols (PACMP). The 
applicant confirmed via IR response (06/25/2024) “that changes to the established 
conditions identified in the Product Lifecycle Management (PLCM) document will 
be operating under regulations and guidance, as stated in Section 2 Identification 
of the Established Conditions in the PLCM: “Changes will be reported to the 
regulatory agency in accordance with the applicable regulation depending on the 
type of change to ECs and the impact to product quality.””. Per Mary Manibusan 
(OQS), a PQS assessment will not be required for this application as all 
Established Conditions listed in the PLCM will be operating under regulations and 
guidance. OPQ assessment of ECs focused on whether the applicant has scientific 
justification for the proposed ECs, and to exclude things that FDA might normally 
consider ECs. The Applicant agreed (08/22/2024) to update the established 
conditions in Module 3.2, Table R-5 in Product Lifecycle Management  

 

 
Comparability Protocols (PACMP):  Yes 
Comments: 
PACMP includes the proposal to change the packaging configuration in tablet 
count from 30 to 28 tablets per bottle to align with the 28-day dosing cycle. The 
bottle remains unchanged. The Applicant intends to submit a CBE-0 for a 28-table 
bottle package configuration. The applicant’s proposal is reasonable, and the 
change is low risk. The comparability protocol to change the tablet count, 
associated labeling, and data package to support the change are acceptable. 

 
 Additional Lifecycle Comments: None 

 
 
Application Technical Lead Name and Date: 

 Xing Wang, Ph.D.     08/28/2024 
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Table 4. Comparison of formulations used for Phase 1, Phase 3, Primary Stability study 
and the Proposed Commercial drug product. 
 

Phase I (Early 
Clinical 

Development) 

Phase III (Pivotal 
Clinical Trials) 

Primary Stability  Commercial 

First generation of 
drug product:  

 Formulations F01 
 and F02 
 

Third generation of 
drug product:  

 Formulations F08/ 
F14 (9 mg) and F09/ 
F15 (3 mg) 

 Coated:  film 
coating 

 Formulations F14 (3 
mg) and F15 (9 mg) 
were manufactured 
with drug substance 

Fourth generation of 
drug product: 

 Formulations F12 
(9 mg) and F13 (3 
mg) 

 Used for primary 
stability studies. 

 Coated: Red film 
coating for the 3 
mg and a pink film 
coating for the 9 
mg 

 

Fifth generation of 
drug product: 

 Represents the 
intended 
commercial 
formulation F16 
(9 mg) and F17 
(3 mg). 

 Includes 
commercial 
debossing and 
represent the 
final commercial 
trade dress.  

 The formulation 
components are 
qualitatively and 
quantitatively 
identical 
compared to 
Fourth 
generation 

Second generation 
of drug product: 

 Formulations F04 
(3 mg) and F05 

 

 Coated  
film coating 

 These 
formulations were 
developed in a 
dose-proportional 
manner for 3 mg 
(F04) and 9 mg 
(F05) dose 
strengths.  

 These 
formulations were 
used to resupply 
Phase I trials 
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