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Adverse Event Report







Project Code:.........................................
1. Research Project Title
(Thai): ……………………………………………………………………………………………………………………...................
(English): …………………………………………………………………………………………………………………….............. 
2. Principal Investigator: ......................................................................................................................
Position: .....................................................................................................................................

Affiliation: ...................................................................................................................................
Telephone No.: ................................................. Email: ..........................................................
3.    Please specify the type of adverse event
Section 1: Physical / Medical Adverse Events

1.1 Serious Adverse Events (SAE)

☐ SAE resulting in death of a research participant 
☐ SAE that is life-threatening 
☐ SAE requiring hospitalization or prolongation of existing hospitalization 
☐ SAE resulting in permanent disability or loss of function

1.2 Suspected Unexpected Serious Adverse Reactions (SUSARs)

☐ SUSAR resulting in death of a research participant 
☐ SUSAR that is life-threatening 
☐ SUSAR requiring hospitalization 
☐ SUSAR resulting in permanent disability or loss of function

Section 2: Data and Confidentiality-Related Incidents

☐ Accidental disclosure of personal information 
☐ Data breach / hacking incident 
☐ Unauthorized access to research data 
☐ Loss of documents or data files containing identifiable information

Section 3: Social, Reputational, and Professional Impact

☐ Participant subjected to online harassment or attacks 
☐ Damage to reputation or social standing 
☐ Impact on employment or affiliated organization 
☐ Participant threatened, intimidated, or pressured by any individual or group

Section 4: Legal or Political Risk

☐ Participant investigated, summoned, or prosecuted 
☐ Interview statements used in a different context causing harm 
☐ Targeting by government authorities or political groups 
☐ Increased risk due to changes in political situations or conflict

Section 5: Psychological Impact

☐ Severe anxiety or significant psychological distress 
☐ Participant feels unsafe after participation 
☐ Withdrawal from the study due to psychological impact

Section 6: Non-Compliance / Protocol Deviation

☐ Disclosure of information beyond what was approved 
☐ Modification of research procedures without IRB approval 
☐ Dissemination of research findings prior to approval

☐ Other (please specify): _________________________________________

Section 7: IRB Reporting Timeline

Please indicate the severity level of the event and report to the IRB within the following timeframe:

☐ Within 24 hours For serious events resulting in death, life-threatening conditions, arrest, prosecution, or severe identifiable data breaches that may pose immediate risk to participants.

☐ Within 5 working days For serious events not life-threatening but causing significant impact, such as legal, professional, reputational harm, or partial data breaches that increase the study’s risk level.

☐ Within 7 working days For events involving psychological distress, online harassment, political or social targeting, or other incidents that increase participant risk but are not emergencies.

☐ Within 15 working days For protocol deviations / non-compliance or other events that do not directly affect participant safety.

4. Description of the Adverse Event

Please provide detailed information regarding the adverse event (attach supporting documents/evidence where applicable).
.....................................................................................................................................................................
…………………………………………………………………………………………………………………………………………………..
…………………………………………………………………………………………………………………………………………………..

.....................................................................................................................................................................
…………………………………………………………………………………………………………………………………………………..
…………………………………………………………………………………………………………………………………………………..

	
	Signature  ............................................... Principal Investigator

	
	(.............................................................)

	
	............../.............../...............
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