	
	Serious Adverse Event Report
	1(1)

	Study name / code:
	

	EudraCT number:
	

	Study site:
	

	Principal Investigator:
	



	I Reaction information

	SUBJECT NUMBER
	DATE OF BIRTH

(dd.mm.yyyy)
	AGE (y)
	SEX
	ONSET DATE

(dd.mm.yyyy)
	END DATE

(dd.mm.yyyy / ongoing)
	CHECK ALL APPROPRIATE TO ADVERSE REACTION

	     
	     
	     
	     
	     
	     
	 FORMCHECKBOX 

	Patient died

	EVENT DESCRIPTION (including relevant tests / lab data)
	 FORMCHECKBOX 

	Life threatening

	     


	
	

	
	 FORMCHECKBOX 

	Involved or prolonged inpatient hospitalisation

	
	 FORMCHECKBOX 

	Involved persistent or significant disability or incapacity

	
	 FORMCHECKBOX 

	Congenital anomaly

	OUTCOME OF SAE
	 FORMCHECKBOX 


	Other medically important condition
     

 FORMTEXT 
          

 FORMTEXT 
     

	Resolved
	Resolved with sequela
	Ongoing
	Fatal
	Unknown / Lost to follow-up
	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	II Suspect drug(s) information

	SUSPECT DRUG (include generic name)
	Did reaction abate after stopping drug?

	     
	Yes

  FORMCHECKBOX 

	No

  FORMCHECKBOX 

	NA

 FORMCHECKBOX 


	DAILY DOSE(S)
	     
	Did reaction reappear after reintroduction?

	ROUTE(S) OF ADMINISTRATION
	     
	Yes

  FORMCHECKBOX 

	No

  FORMCHECKBOX 

	NA

 FORMCHECKBOX 


	INDICATION(S) FOR USE
	     
	
	
	

	THERAPY DATES (dd.mm.yyyy)
	THERAPY DURATION
	Was the blinding code broken?

	from:      
	to:      
	     
	Yes

  FORMCHECKBOX 

	No

  FORMCHECKBOX 

	NA

 FORMCHECKBOX 


	III Concomitant medication and history

	CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (excluding those used to treat reaction)
	OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period etc.)

	     
	     

	Causality
	SUSAR (Suspected Unexpected Serious Adverse Reaction)

	Probable

 FORMCHECKBOX 

	Possible

 FORMCHECKBOX 

	Unlikely

 FORMCHECKBOX 

	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 


	
	     
	
	     
	
	     
	

	
	Name of reporter and role in study
	
	Date
	
	Signature
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