
Serious Adverse Event (SAE) Report

All serious adverse events(whether they are expected or unexpected, causally related or unrelated) occurring in the investigator’s research site(i.e. sites that are approved by JPEC) are to be reported to JPEC within 2 working days from first knowledge by the Investigator or his research team using this form. Adverse events that are serious, unexpected and related to the trial drug reported in sites other than that approved by JPEC (e.g. those received via CIOMS reports in multicentre studies) are to be notified to JPEC within 7 working days of its receipt by the investigator or his research team Such reports need to be submitted with an accompanying letter only.

	Title of research project 
	

	Research protocol number
	

	Name of principal investigator


	

	Address of research site 


	

	Name of sponsor


	

	Type of SAE report (Tick one)


	New/initial        □
	Follow up       □

	Subject Initials
	

	Age
	
	Sex
	

	Date of SAE onset
	
	Date of SAE resolution
	

	Date when SAE was first informed to investigator or research team
	

	Description of SAE
	

	Tick appropriate outcome
	[      ] 

[      ]

[      ]

[      ]

[      ]
	Resulted 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



	Information on suspected drug(s)



	Name of drug(s)
	
	Dose
	

	Route of administration
	
	Indication
	

	Treatment dates
	From (start date)
	
	To (end date/ongoing)
	

	Concomitant drug(s)

(Provide name, route of administration and dose)
	

	Assessment of causality by investigator


	Do you consider this SAE to have a causal relationship to the suspected drug? (Tick below)



	
	[      ] 

[      ]

[      ]

[      ]

[      ]

[      ]
	Definite

Probable

Possible/ Likely
Unlikely

Not related

Insufficient information/ No causality provided

	What were the measures taken?
	[      ] 

[      ]

[      ]

[      ]

[      ]

[      ]
	Suspected drug discontinued

Dose reduced

Drug treatment for the SAE

No drug treatment given for the SAE 

Discontinuation of concomitant drug(s)

Non-drug treatment (specify)

	Comments by Investigator 

Does this SAE significantly alter the risk-benefit analysis to the research subjects in this research project?

	

	Name of reporter
	

	Signature of reporter


	

	Date of report
	


Please send this completed report to: JPEC Secretariat, Joint Penang Independent Ethics Committee,

C/o Info Kinetics Gleneagles Clinical Research Centre, 3rd Floor, Gleneagles Medical Centre, 1 Jln Pangkor, 10050 Penang. Phone number: +604-2285760 ext.426; Fax number: +604-2285715.
Joint Penang Independent Ethics Committee
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