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	Center no.
	



	Patient no. 
	



	Initial Report
	○  Yes
○  No



	Follow Up Report
	○  Yes
○  No



	Date of Initial Report
	                                        
                                        




	Principal Investigator Name
	                                        
                                        




	Centre Address
	                                        
                                        




	Patient Gender
	○  Male
○  Female



	Height (cm)
	



	Weight (kg)
	



	Age (year)
	



	EVENT Medical term(s)
	                                        
                                        
                                        
                                        
                                        




	Narrative
	                                        
                                        
                                        
                                        
                                        




	Relevant Test/Lab data
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	Event Start Date
	                                        
                                        




	Ongoing
	○  Yes
○  No



	Event End Date
	                                        
                                        




	CTCAE Grade
	○  Mild AE
○  Moderate AE
○  Severe AE
○  Life-threatening or disabling AE
○  Deadth related to AE



	Action taken with Study Drug
	○  Dose not changed
○  Does reduced
○  Definitely withdrawn
○  Dose increased
○  Temporarily withdrawn



	From
	                                        
                                        




	To
	                                        
                                        




	Criterion for seriousness
	○  Death
○  Life-threatening
○  Persistent or significant disability/incapacity
○  Hospitalization/prolongation of existing hospitalization
○  Congenital anomaly/birth defect
○  Medically relevant



	Outcome
	○  Resolved
○  Resolved with sequelae
○  Fatal*
○  Not resolved
○  Unknown



	Autopsy
	○  Yes, please attach the report
○  No



	Study drug dosage/Day
	                                        
                                        




	Study Drug Unit
	                                        
                                        




	Study Drug Administration Route
	                                        
                                        




	Date of First administration
	                                        
                                        




	Date of last treatment administration, before the event onset
	                                        
                                        





Dechallenge and Rechallenge

	Did reaction abate after stopping study drug ?
	○  No
○  Yes
○  NA



	Did reaction reappear after study drug reintroduction?
	○  No
○  Yes
○  NA




Causality Assessment

	CAUSALITY ASSESSMENT
Is there any possible causal relationship between the study drug and the event?
	○  Yes
○  No
○  Unknown*


* Investigator will be requested by Sponsor to send as soon as possible an update SAE form with all additional information available, including assessment of causality and defining the SAE as "related" to study drug or "not related".
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	Medical History
	                                        
                                        
                                        
                                        
                                        




	Concomitant Diseases
	                                        
                                        
                                        
                                        
                                        




	Predisponing Factors
	                                        
                                        
                                        
                                        
                                        





CONCOMITANT THERAPY
Sequence number: 1

	Medication
	                                        
                                        




	Dose
	                                        
                                        




	Unit
	                                        
                                        




	Frequency
	○  Once a day
○  twice a day
○  three times daily
○  four times a day
○  as required
○  If other specify




	Route
	○  Oral
○  Intravenous
○  Subcutaneous
○  Intramuscular
○  Inhalation
○  Topical
○  Sublingual
○  If other specify




	Indication
	                                        
                                        




	Start Date
	                                        
                                        




	Ongoing?
	○  Yes
○  No



	End Date
	                                        
                                        




	Other Suspect Drug (Is there a reasonable causal relationship between the event and the concomitant therapy ?)
	○  Yes
○  No




Section3

	Date of this Report
	                                        
                                        




	Investigator name
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