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9:00 am  
 

Introductions Suranjan De, MS, MBA 
Deputy Director 
Regulatory Science Staff 
Office of Surveillance & Epidemiology 
CDER, FDA 
 

9:20 am  
 

Session 1: FAERS II and E2B R3 
Up Versioning Plans 

Suranjan De, MS, MBA 
Deputy Director, RSS  
FDA 
 

9:50 am 
 

Session 2: Electronic submission of 
IND safety reporting 
Background   

Meredith Chuk, MD 
Acting Associate Director of Safety 
Office of Hematology and Oncology Products 
Office of New Drugs 
CDER, FDA 
 

10:00 am 
 

Implementation plans, Regional 
requirements using E2BR2, and Case 
examples 

Meredith Chuk, MD 
Acting Associate Director of Safety, OHOP 
FDA  
 

10:50 am 
 

Questions Meredith Chuk, MD 
Acting Associate Director of Safety, OHOP 
FDA 
 

11:00 am 
 

Break  

11:15 am 
 

Up versioning to ICH E2B R3 – 
Regional requirements 

Ta-Jen Chen, MS 
Project Manager 
Office of Strategic Programs 
CDER, FDA  

12:00 pm 
 

Lunch (on your own)  

1:00 pm 
 

Session 3: Electronic submission of 
Post-market safety reporting 
 

Suranjan De, MS, MBA 
Deputy Director, RSS 
FDA  
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1:10 pm 
 

Up versioning to ICH E2B R3 – 
Regional requirements 

Suranjan De, MS, MBA 
Deputy Director, RSS 
FDA  

 
1:40 pm 
 

Backward Forward Compatibility 
 
 

Suranjan De, MS, MBA 
Deputy Director, RSS 
FDA 
 

2:10 pm 
 

Break  

2:20 pm 
 

Session 4: Updates on electronic 
submission routing mechanisms 
and methods 

Suranjan De, MS, MBA 
Deputy Director, RSS 
FDA  
 

2:50 pm 
 

Session 5: E2B R3 implementation 
– Industry experience with 
Regulators 

TBD 
 

3:50 pm 
 

Summary and closing remarks  Suranjan De, MS, MBA 
Deputy Director, RSS 
FDA 
 

4:00 pm  
 

Adjourn  
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