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1 7 

Time Topic Speaker 

08 30 0  Register  

 opening  

09 00 10 30  
01: 
Introduction Good Clinical Practice or GCP) Development of 

Ethical Principles for Human Research and Good Clinical Practice 
GCP  

 13 ICH GCP (Definition and Principles of 
ICH GCP) 
 

Introduction of scientific and ethical 
standard in research involving human) 
 Quality 
management system in clinical researches) 

 

10 30 10 45  Break  

10 45 12 00 02: 
Informed consent process) Board 

(IRB)/Independent Ethics Committee (IEC) 
 

12 00 13 00  Lunch   

13 00 14:00 
Responsibilities of 

investigator) 
 

14:00  15:00 
04: 

Responsibilities of Institutional Review Board 
(IRB)/Independent Ethics Committee (IEC) 

 

15:00 15 15 Break  

15 15 16 00 
05: 

Responsibilities of sponsor) 
 

16:00 16 15 Q & A  
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2 7 

Time Topic Speaker 

08 45 09 00 Register   

09 00 10:00 06:   

10:00  10:30 07: Investigational products) 

 

 

10 30 10 45 Break  

10:45 - 11:15 08: 

Enhancing subject 

recruitment, subject compliance and subject retention) 

 

11:15-12:00 09: Safety reporting) 

(Protocol non-compliance, Protocol 

Deviation/violation) 

 

12 00 13 00 Lunch  

13 00 14 00 10: Essential documents in clinical research 
 Protocol/Clinical 

investigation plan, protocol amendment) 
 Investigator s brochure) 
 Case report form) 
 Source documents) 
  

 

14:00-15:00 11: Data record 
and data quality management) 

Privacy and confidentiality protection 

 

15 00 15 15 Break  

15 15 15 45   

15 45 16 00 Q & A  

 
 

 


