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COMPLETION INSTRUCTIONS

1. The purpose of the Serious Adverse Event (SAE) Tracking Log is to track the occurrence and notification of SAEs reported for the clinical trial, as defined in the trial protocol.

2. The investigator should ensure that the SAEs are notified to the sponsor and IRB, in accordance with the applicable safety reporting requirements.

3. The SAE Tracking Log should be customised for the clinical trial. 

4. The SAE Tracking Log may be completed manually or electronically.

5. The SAEs should be notified to the sponsor, IRB and HSA in accordance with applicable safety reporting requirements.



	Participant ID
	SAE Term

	 SAE Criteria*
	Onset Date
[DD MMM YYYY]
	Date of investigator site’s first awareness
[DD MMM YYYY]
	Date reported to Sponsor
[DD MMM YYYY]
	IRB 
Submission Date 
[DD MMM YYYY]
	HSA 
Submission Date
(if applicable)
[DD MMM YYYY]
	Comments
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*Indicate the number corresponding to the appropriate option (e.g., if hospitalised, indicate ‘3’ under ‘SAE Criteria’):
1 - Death
2 - Life-threatening
3 - Inpatient hospitalisation / prolongation of hospitalisation
4 - Persistent / Significant disability / incapacity
5 - Congenital Anomaly / Birth Defect
6 - Important Medical Event
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