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SERIOUS ADVERSE EVENT (SAE) REPORTING FORM 
Adverse event: Any untoward medical occurrence in a patient or participant involved in a study which does not necessarily have a causal relationship with the intervention/study. The adverse event can therefore be any unfavourable or unintended sign or experience.

Serious Adverse Event (SAE): An adverse event is serious when the research outcome for the participant is death, life-threatening injury requiring hospitalization, prolongation of hospitalization, significant disability/incapacity, congenital anomaly, or requirement of intervention to prevent permanent impairment or damage.

	1. Details of study

	1.1 Project Title/Name
	

	1.3 Name of Principal Investigator
	

	1.4 Sangath IRB reference number
	

	

	2. Details of SAE

	2.1 Please indicate the criterion/criteria under which the event is considered a Serious Adverse Event (SAE)
 (Tick all applicable criteria and provide sufficient information in the sections below to explain how the reported event meets the selected SAE criterion/criteria.)
	☐ Hospitalization
☐ Increased hospital stays
☐ Death 
☐ Congenital anomaly/birth defect
☐ Persistent or significant disability/incapacity
☐ Event requiring intervention (surgical or medical) to prevent SAE
☐ Event which poses a threat to life
☐ Other

	2.2 Date of event
	

	2.3 Date and time of first awareness of the event
	

	2.4 Date of SAE form submission
	

	2.5 SAE no.
	

	2.6 Is this an initial report or a final report?
	Initial Report ☐
Final Report  ☐



	3. Please provide sufficient details to understand what happened, including the nature and description of the event, when and how it occurred, the participant(s) affected, relevant symptoms/findings, the immediate consequences, and any suspected or established relationship to the study intervention/procedures.
Suggested word limit – 300 to 500 words

	







	4. Please describe whether and how the SAE affected the study, including any temporary or permanent halt/suspension of study activities, changes to study procedures, recruitment or participant follow-up, and any other actions taken in response to the event. If there was no impact on the study, please state this explicitly and provide a brief justification.
Suggested word limits – 300 to 500 words 

	










	5. Please describe the immediate and subsequent management of the event, including medical or other interventions provided, referrals or hospitalisation where applicable, the participant’s current status/outcome, and the follow-up planned or completed. Please indicate whether the event has resolved, is ongoing, or resulted in any lasting effects.
Suggested word limit – 300 to 500 words

	






	6. Please describe any corrective or preventive measures taken or planned to reduce the likelihood of recurrence, including changes to study procedures, training, monitoring, participant safety measures, or other safeguards, where applicable. If no additional measures are considered necessary, please explain why.
Suggested word limit – 300 to 500 words 

	







	7. Describe any additional documents you have attached to this SAE report
Leave blank if not applicable

	
	No.
	Name of the file
	Remarks/relevance
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