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B. Final Risk Assessment – The safety risk associated with the 
microbiology deficiencies is considered High. 

 
III. Administrative 
 

A. Reviewer's Signature See electronic signature on the last page         
 Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, 

CDER/OPQ/OPF/DMA 
 
B. Endorsement Block See electronic signature on the last page     
 Stephen E. Langille, Ph.D., Acting Chief, Branch III/OPQ/DMA 
 
C. CC Block 

N/A 
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The marketed product stability program will be conducted to confirm the 
continued compliance of routine production batches with the applicable 
specifications over the shelf life period. 
 
Specifications and testing schedule for post-approval stability program. 

Container Closure Integrity – At initial, 12, 24 and 36 months. 
Endotoxin – At initial, 12 and 24 month  
Microbial Limits – N/A 

 
P.8.3 Stability Data –See Review Section P.8.1. 
 

ADEQUATE 

REVIEWER COMMENT – The applicant meets the regulatory expectations with 
regard to the design of the stability program to support the drug product’s 
microbiological quality throughout its shelf life

 
 

2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q) 
MODULE 1 
 
A. PACKAGE INSERT  
 INVEGA TRINZA is available as a white to off-white sterile aqueous 

extended-release suspension for intramuscular injection in dose strengths 
of 273 mg, 410 mg, 546 mg, and 819 mg paliperidone palmitate. The drug 
product hydrolyzes to the active moiety, paliperidone, resulting in dose 
strengths of 175 mg, 263 mg, 350 mg, and 525 mg of paliperidone, 
respectively. Final package insert language will be finalized with other 
review disciplines during labeling meetings. 

 
ADEQUATE 

REVIEWER COMMENT – None 
 

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS: None. 
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