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SAE REVIEWER REPORT FORM : Local Cases
	REPORT SUMMARY

	Protocol / Study No.:   
	Principal Investigator:   

	Protocol / Study Title: 

	Date of Report
	Date Received by SAE S/com.
	Subject number
	Event number
	Type of Report
1. Initial

2. F/UP
	Type of SAE*(8-12 CIOMS)
	Outcome of event/reaction

(Date)
	Causality assessment by investigator

(using WHO-UMC Causality Assessment System)
1. Certain

2. Probable

3. Possible

4. Unlikely

5. Unclassifiable

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


NOTES:

*Type of SAE (8-12 CIOMS):
	1.Patient died
	2.Involved or prolonged inpatient hospitalization
	3.Involved persistent or significant disability or incapacity
	4. Life threatening
	5. Congenital anomaly
	6. Other


** CTSUR Line Listing not updated yet.  (CTSUR: Clinical Trial Severe and Unexpected Reactions)
NAc : 
Not accessible
RECOMMENDATIONS OF SAE SUB-COMMITTEE
(may tick more than one option)
[image: image1.jpg]        UPHOLD ORIGINAL APPROVAL WITH NO FURTHER ACTION
        REQUEST ADDITIONAL INFORMATION: (Indicate Information)

        RECOMMEND FURTHER ACTION:
             Modification of subject inclusion and exclusion criteria to mitigate the newly identified risks
     Modification of informed consent to include a description of newly identified risks
     Implementation of additional procedures

     Suspension of enrollment of new subject

     Suspension of research procedures

     Suspension of the entire study

     Sponsor to update CTSUR Line Listing
	_____________________

Signature of Reviewer 1
	_____________________

Signature of Reviewer 2

	
                 ___________________________
Printed Name of Reviewer 1
	____________________

Printed Name of Reviewer 2

	                         Date: 
	                   Date: 
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