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	SAE Report Form 

	
	FTM ECF-014-04



Instruction to the Investigator:  To notify the Ethics Committee of the Faculty of Tropical Medicine of any serious adverse events, please provide the information needed below. You may use this Form to report a follow-up when more information regarding the SAE is available.

	Report type: 
· Initial

· Follow-up Number…….
	Submission No.: 
	Location/Site:


	Project information

	Participant identifier: 

	Age (year):

	Sex: 
 (   Male

(   Female

	Investigational product (IP):  

	IP Start date:

	IP Stop date:


	Or ( IP Ongoing



	Serious Adverse Event information

	Event onset:
	Event end date: 

	Or ( Event Ongoing


	Serious Adverse Event criteria 
(check all applicable to event)

	( Results in death

	(  Is life-
threatening
	(  Requires inpatient hospitalization or prolongation of existing hospitalization
	(   Results in persistent or significant disability/

incapacity
	( Is a congenital anomaly/

birth defect
	( Is medically significant based on investigator’s judgement

	Severity:    ( Mild    ( Moderate  ( Severe  ( Potentially life-threatening  ( Death   

	Causality assessment by investigator (Is there any relationship with test product?): 

	(  Not related 

(  Unlikely to be related 

(  Possibly related 

(  Probably related 

(  Definitely related 
	

	Adverse event in MEDICAL TERMS:




	Action taken by investigator: 

	(  None
	(  Concomitant drug discontinued

	(  Trial drug/treatment dosage change
	(  New drug therapy added

	(  Trial drug/treatment discontinued
	(  Prolonged hospitalization

	(  Non-drug therapy
	

	Outcome: 
(  Recovered/resolved without sequelae
(  Recovering/resolving
(  Not recovered/not resolved
(  Recovered/resolved with sequelae
(  Fatal

(  Unknown


	Information source

	Name and email address of the investigator: 

	Name …………………………
	Email: …………………………

	Reporting date (dd/mmm/yyyy): ………………. 


Please attach the SAE report (Sponsor’s form)  
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