


UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS (UPIRTSO) REPORT FORM

	Section A: Basic Information

	1) AIC IRB Reference No.:
	

	2) Protocol Title:
	

	3) Principal Investigator:
	

	4) Institution Name:
	

	5) Onset Date: 
	(DD/MM/YYYY)
	6) Date of First Knowledge by Study Site: 
	(DD/MM/YYYY)

	6) Study Site
	☐ Local (Singapore) ☐ Overseas
If ‘Local’, please state which Study Site: 

	7) Type of Report
	☐ Initial Report ☐ Follow Up Report
If ‘Follow Up Report’, state the Initial Report date: 



	Section B: Does this problem involve a research participant in particular?

	☐ No ☐ Yes. If ‘Yes’, please answer the following:

	1) Participant Identifier:
	
	2) Age
	

	3) Gender:
	☐ Male ☐ Female
	4) Is the participant still in study?
	☐ Yes ☐ No

	5) Which study arm is the participant in?
	☐ Yes ☐ No



	Section C: Problem Assessment

	1) Opinion of the PI (for all reports):
	☐ Related ☐ Unexpected

	2) Opinion of the sponsor (for sponsored research):
	☐ Related ☐ Unexpected



	Section D: Problem Summary

	1) Please use keywords to concisely describe the problem.
Event keywords:

	2) Describe the problem:



	3) Is this event serious and/or suggests that it places subject or others at a greater risk of harm?
	☐ Yes ☐ No

	4) Is this event arising from the protocol stated in Section A, Question 2?
	☐ Yes ☐ No

	5) Describe the outcome of the problem, including details of actions taken to resolve the problem, and if there was any resulting impact on the participant or others.




	Section E: Additional comments by Principal Investigator

	1) Is the problem already listed / described in any of the study documents? If yes, state where the information can be found (e.g. Participant Information Sheet / Protocol; Section X, Page XX etc.)
	☐ Yes ☐ No

	2) Has the study’s risk/benefit ratio changed?
	☐ Yes ☐ No
☐ Unable to assess

	3) Has this problem been resolved?
	☐ Yes ☐ No
☐ Unable to assess

	4) Do you recommend changes to protocol and/or informed consent document? 
If ‘Yes’, please submit the amendments with the DSRB Protocol Amendment Cover Note. 
	☐ Yes ☐ No
☐ Unable to assess

	5) Any other comments (Please attach additional pages if needed.)





	Section F: Submission Declaration

	I confirm that the information submitted in the above report is true and accurate at the submission of the report.

	____________________
	___________

	Investigator’s Signature
	Date

	
	

	Full Name:
	
	Study Role:
	

	Institution:
	
	Department:
	

	Contact Person:
	
	Tel:
Email:
Fax:
	






	FOR OFFICIAL USE ONLY

	Action by AIC IRB Coordinator:
Does this event qualify as reportable event?
☐ Yes ☐ No
	

Initial & Date: _________________

	Action by AIC IRB Chair:
☐ Not an UPIRTSO
☐ Table summary at next convened meeting
☐ Table for discussion at next convened meeting
☐ Any other action, please specify:
	




Initial & Date: _________________
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