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ADVERSE EVENT AND PROTOCOL VIOLATION/DEVIATION REPORTING 

 

 

 

 

 

Adverse Event and Protocol Violation/Deviation Reporting 

Study Title  

 

 

Ethics Clearance Number  

 

 

Participant Identifier  

 

 

Date of Report  

 

 

Date of Event  

 

 

SAE YES 

 

 

NO 

Grade  

 

 

Related to an investigational 

product? 

YES 

 

 

NO 

Deviation YES 

 

 

NO 

Minor Deviation YES 

 

 

NO 

Major Deviation YES 

 

 

NO 

Violation Yes 

 

 

No 

Description of Event  
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