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	The University of Hong Kong – Gleneagles Hospital Hong Kong
Institutional Review Board
(HKU-GHK IRB)



Serious Adverse Event (SAE) Report Form 
	



A. Study Information 
	Protocol Title
	     

	
	

	HKU-GHK IRB Reference No.
	     
	
	Initial Approval Date
	     

	Protocol No.
	     
	
	Anticipated Study End Date 
	     

	Principal Investigator 
	     
	
	
	


B. SAE Details
	Instructions:
1. Please refer to the IRB SOP regarding the safety event reporting timeframe. 
2. Protocol title shall be the same with that of the title listed on the latest IRB approval letter. 
3. For reporting SUSARS from other study sites, a separate cover letter with abstracted information from individual SUSAR (including MFR control no. report type, date received by manufacturer and date of report) is also required for submission to the IRB together with this report form.
4. Submit this signed form and any supplementary documents to the IRB at ghkirb@gleneagles.hk 



	I. Types of Safety Event  

	|_| Local Site SAE 
	|_| Other Sites SUSARs  Please omit sections II to VI  

	II. Participant Information

	Participant Code
	Participant Initials
	Age
	Gender

	     
	     
	     
	     

	III. Local Site SAE Information

	|_| Initial Report 
	|_| Follow up #     

	Onset Date
	Investigator’s First Awareness
	Term of SAE

	DAY
	MONTH
	YEAR
	DAY
	MONTH
	YEAR
	

	
     

	     
	     
	     
	     
	     
	[bookmark: Text19]     

	Relevant Medical History and Narrative of SAE: 
	     


	IV. Category of the SAE(s)
	     V. Outcome of the SAE(s)

	|_|
	Death
	|_|
	Resolved (Date:                                         ) 

	|_|
	Life threatening
	|_|
	Resolved with Sequelae (Date:                                         )

	|_|
	Hospitalization / Prolonged Hospitalization
	|_|
	Ongoing

	|_|
	Persistent or Significant Disability / Incapacity
	|_|
	Death (Date:                                         )

	|_|
	Congenital Anomaly / Birth Defect
	|_|
	Unknown

	|_|
	Other Medically Important Condition
	
	

	VI.  Causality with Study Drug
	    VII. Action Taken with Study Drug

	|_|
	Definitely Related
	|_|
	None

	|_|
	Probably Related
	|_|
	Dosage Adjusted

	|_|
	Possibly Related
	|_|
	Interrupted Temporarily

	|_|
	Possibly Not Related
	|_|
	Discontinued

	|_|
	Not Related
	
	



	Reported by
	Name
	Signature
	Date
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