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Assessment Form of Close-Out Study 

Protocol No: 

 

CREC No: 

Protocol Title: 

 
 

Principal Investigator and Institution Name: 

Summary of Protocol Participants: 
          ​ Accrual ceiling set by IEC/IRB 
           ​ Total accrued participants  
           ​ Total participants fail screening 
           ​ Total participants withdrawn            
_____  Total participants dead  
           ​ Total participants complete the research 

Summary of Adverse Events 
           ​ Total participants experience adverse events  
           ​ Total participants in Thailand experience SUSARs. 
           ​ Total global participants experience SUSARs, if 

applicable. 

Has there been any protocol deviation/violation or 
compliance issues occurred during the study? 

□  NO 
□  YES  

Has there been any complaint or warning letter against the 
research or investigator during the study? 

□  NO 
□  YES  

Are there any benefit or negative impact to participants after 
the study completion? 

□  NO 
□  YES  

Is management of participants after the study completion 
appropriate?  

□  NO 
□  YES  

 

 
Reviewer Decision:  

□ Approval 
□ Request for information 
□ Recommend further action 
 

 

Comments: 

 

 

Reviewer Signature ____________________________________       Date______________ 
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    (_____________________________ ) 
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