	
	CRF

ADVERSE EVENTS
	1(2)

	Study code:
	
	Subject number:
	

	EudraCT number:
	
	Subject initials: 
	

	Study site:
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	CRF

ADVERSE EVENTS
	2(2)

	Study code:
	
	
	

	EudraCT number:
	
	
	

	Study site:
	
	
	



	Has subject experienced any adverse events during the study? 
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	Adverse event
	Date
(dd/mm/yyyy)
	Severity

*
	Relationship to study medication **
	Action taken

***
	Expected
	Outcome

****
	Serious
	SAE report sent
	Initials

	
	
	
	
	
	Yes
	No
	
	Yes
	No
	Yes
	No
	

	1.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	

	2.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	

	3.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	

	4.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	

	5.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	

	6.      
	Start
	   /   /    
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	Stop
	   /   /    
	
	
	
	
	
	
	
	
	
	
	


	Severity*
	Relationship to study medication**
	Action taken***
	Outcome of AE****

	1=Mild

2=Moderate

3=Severe
	1=Definitely related
2=Probably related
3=Possibly related
4=Unlikely
5=Not related
	1=None

2=Study medication discontinued permanently

3=Study medication discontinued temporarily

4=Reduced dose

5=Increased dose

6=Concomitant medication
7=Withdrawn from study
	1=Recovered, no sequelae
2=Recovered with sequelae
3=Ongoing

4=Death

5=Unknown








	
	
	
	
	
	
	

	
	Name of Principal Investigator
	
	Date
	
	Signature
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