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COMPLETION INSTRUCTIONS

1. The purpose of the Adverse Event (AE) Log is to track the AEs reported for each participant for the clinical trial, as defined in the trial protocol.

2. Information relating to the severity, causality, action taken and outcome should be customised in accordance with the trial protocol.

3. The AE log should be manually completed by the delegated investigator site staff, unless it is managed by a validated computerised system.
(i) The initials of investigator site staff should corroborate with the Delegation Log.
(ii) Amendments should be initialed and dated, and not obscured by overwriting or using correction tape.


	Adverse Event (AE)
description

	Onset Date
[DD MMM YYYY]
	Stop Date
[DD MMM YYYY]
	Severity*

	Causality*
	Expectedness*
	Action Taken*


	Outcome*


	Serious Adverse Event (SAE)*

	Remarks

	Completed by
(Initials and Date)
	Reviewed by Investigator
(Initials and Date)
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*Indicate the number corresponding to the appropriate option.
	Severity
	Causality
	Expectedness
	Action Taken
	Outcome
	Serious Adverse Event (SAE)

	1 - Mild
2 - Moderate
3 - Severe
4 - Life-threatening
5 - Death
	1 - Unrelated
2 - Possibly related
3 - Probably related
4 - Definitely related
	1 - Expected
2 - Unexpected
	1 - None
2 - Concomitant medication prescribed
3 - IP dose continued 
4 - IP dose temporarily withheld
5 - IP dose modified
6 - IP discontinued
7 - Participant discontinued from trial
	1 - Resolved
2 - Resolved with sequalae
3 - Ongoing
4 - Condition Worsening
5 - Death
6 - Other (pls specify in Remarks)
	1 - No
2 - Yes (indicate the SAE criteria as well, e.g., if hospitalised, enter as ‘2c’)
a) Death
b) Life-threatening
c) Inpatient hospitalisation / prolongation of hospitalisation
d) Persistent / Significant disability / incapacity
e) Congenital Anomaly / Birth Defect
f) Important Medical Event
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