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9:00 am  
 

Introduction Suranjan De, MS, MBA 
Deputy Director 
Regulatory Science Staff (RSS) 
Office of Surveillance & Epidemiology 
CDER, FDA 
 

9:10 am  
 

FAERS II Update Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 
 

9:30 am 
 

Review of E2B R3 Regional Data 
Elements 
- Premarket data elements 
- Combination product elements 
- Other regional elements 

Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 

11:00 am 
 

Break  

11:20 am Review FDA Specific Object 
Identifiers (OIDS) 

Ta-Jen Chen 
Project Manager,  
Office of Strategic Programs (OSP), FDA  

11:45 am 
 

Lunch  

1:00 pm 
 

Regional Forward Compatibility Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 

1:30 pm 
 

Present submission paths for 
premarket and postmarket ICSRs 

Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 

2:00 pm 
 

Break  

2:20 pm 
 

Demonstration of E2B Validator Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 

2:45 pm 
 

Next steps  
Open Discussion 

Suranjan De, MS, MBA 
Deputy Director, RSS, FDA 

4:00 pm  
 

Adjourn  
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