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NHG DSRB ‘UNANTICIPATED 
PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS’ (UPIRTSO) REPORT FORM
	UPIRTSO Form

	Form Status:
	

	Form ID:
	

	Report No:
	

	DSRB Reference Number:
	

	Study Title:
	

	Principal Investigator:
	

	Institution:
	

	Department:
	

	Section A: Basic Information

	1)  Event Onset Date: (DD/MMM/YYYY)
	
	2) Date of First Knowledge by Site under DSRB’s Oversight: (DD/MMM/YYYY)
	

	3) Study Site:



	 FORMCHECKBOX 
 Local (under the oversight of NHG DSRB)
 FORMCHECKBOX 
 Local (under the oversight of SingHealth CIRB)
 FORMCHECKBOX 
 Overseas    

Country:_____________       
 FORMCHECKBOX 
 Local (NOT under the oversight of NHG DSRB and SingHealth CIRB) 
 If ‘Local’, please state which Study Site:______________________
Did the subject die?: No/Yes/Not Applicable_



	4) Type of Report: 


	 FORMCHECKBOX 
 Initial Report

 FORMCHECKBOX 
 Follow Up report

If ‘Follow Up Report’, state the Initial report date: ______________(DD/MMM/YYYY) and Report No (E.g. UPTXXXX) ______________


	

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

	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes. If ‘Yes’, please answer the following:- 
1) Participant Identifier:

2) Age:

3) Gender :  
 FORMCHECKBOX 
 Male   FORMCHECKBOX 
 Female
4) Is the participant still in study? :
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
5) Which study arm is the participant in?

 FORMCHECKBOX 
 Study Drug   FORMCHECKBOX 
 Comparator   FORMCHECKBOX 
 Placebo    FORMCHECKBOX 
 Unknown    FORMCHECKBOX 
 Not applicable


	

	Section C: Does this problem involve an Investigational Product (drug/ device/ biologic/ other agent)? 

	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes. If ‘Yes’, please answer the following:-
1) Investigational Product Name
2) Was the study blind broken?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not Applicable 
3) Is the Investigational Product registered in Singapore?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Not Applicable
4) The Investigational Product was
 FORMCHECKBOX 
 Continued
 FORMCHECKBOX 
 Discontinued   FORMCHECKBOX 
 Not Applicable

 FORMCHECKBOX 
 Temporarily Stopped 
 

	

	Section D: Problem Assessment (Tick all applicable)
Note: Only events that are both Related and Unexpected are required to be reported (within 7 calendar days).
Exception: All local death of participants from institutions under the oversight of NHG DSRB regardless of

Relatedness and expectedness are to be reported (within 24 hours).

	1) Opinion of the PI (for all reports):
  FORMCHECKBOX 
 Related†
 FORMCHECKBOX 
 Unexpected‡
2) Opinion of the Sponsor (for sponsored research):

  FORMCHECKBOX 
 Related†
 FORMCHECKBOX 
 Unexpected‡ 
† Related - Includes possibly related problem. Possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research.
‡Unexpected - An unexpected problem is one, the nature, severity or frequency is not consistent with information in the study approved documents and relevant sources of information or the characteristics of the subject population being studied.


	Section E: Problem Summary (Please attach additional pages as needed.)

	1) Please use keywords, e.g. Liver Failure, Loss of Data, Dispensing Error, etc, 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?
*For Adverse Events (i.e. studies involving drug/device/biologic/other agent) an event is considered serious if the event: 
· results in or contributes to death,

· is life-threatening,

· requires inpatient hospitalisation or prolongation of existing hospitalisation,

· results in persistent or significant disability or incapacity, or

· results in or contributes to a congenital anomaly or birth defect

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No
If Yes, please select which criterion does it fulfil: 
 FORMCHECKBOX 
 results in or contributes to death 
 FORMCHECKBOX 
 is life-threatening 
 FORMCHECKBOX 
 requires in-patient hospitalisation or prolongation of existing hospitalisation 
 FORMCHECKBOX 
 results in or contributes to persistent or significant disability or incapacity 
 FORMCHECKBOX 
 results in or contributes to a congenital anomaly or birth defect 
 FORMCHECKBOX 
 results in such other event as may be prescribed by the applicable regulation

4) Is this Event arising from the protocol of this study?
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No

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


	

	Section F: Additional comments by Principal Investigator

	1) Is this problem already listed/described in the consent document? If yes, state where the information can be found (eg. Participant Information Sheet / IB / Protocol ; Section X, Page XX  etc): 
     __________________________________________________
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
2) Has the study’s risk-benefit ratio changed?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Unable to Access
3) Has this problem been resolved?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Unable to Access
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.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Unable to Access
5) Any other Comments (Please attach additional pages if needed.)


	Section G: Supporting Documents

	Please attach any supporting documents you may have regarding this event.(e.g.CIOMS report,MEDWATCH Report)

	Document Title:
	

	Document Version Number:
	

	Document Name: 
	

	Document Date:
	

	

	Section H: Submission Declaration

	Principal Investigator’s Declaration

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

By checking the “I agree” box, you confirm that you have read, understood and accept the Principal Investigator’s Declaration.

 FORMCHECKBOX 
 I agree

___________________________________

________________________

Principal Investigator’s Signature

Date



OFFICIAL USE ONLY�
�
Doc Name : NHG DSRB ‘UNANTICIPATED PROBLEMS


INVOLVING RISKS TO SUBJECTS OR OTHERS’


(UPIRTSO) REPORT FORM�
�
Doc Number : 205-012�
�
Doc Version : 6.0�
Date :01 April 2022�
�









	NHG DSRB ‘UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS’ (UPIRTSO) REPORT FORM
Version 6.0, 01 April 2022

Page 1 of 4



