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DSRB NON-COMPLIANCE / PROTOCOL DEVIATION

EVENT REPORT FORM

	DSRB Reference Number:
	DSRB - 

 FORMDROPDOWN 
 / 00 / 000


	Protocol Title:
	Text Field

	Principal Investigator:
	Text Field

	Date of Non- Compliance Event:
	Text Field


	Q1) Please describe in detail the nature of the Non-Compliance event including the date of occurrence.

(Attach supporting documentation to this form where applicable)
Text Field


	Q2) Explain why or how the Non-Compliance event occurred. Describe the outcome of the Non-Compliance event.
Text Field


	Q3) In your judgement, did the Non-Compliance event affect the rights or welfare of the Research Participant and/or others?

Text Field


	Q4) In your judgement, did the Non-Compliance event increase the potential risk to the Research Participant and/or others?

Text Field


	Q5) Describe any follow up action taken to prevent this Non-Compliance event from occurring in the future.
Text Field


	Q6) Do you have any other comments?

Text Field


	Q7) Has this Non-Compliance been reported to the Study Sponsor or Grant Body?



 FORMCHECKBOX 
  Not applicable as there is no Study Sponsor or Grant Body. 


 FORMCHECKBOX 
  No. If “No”, please provide rationale for not reporting:
Text Field


 FORMCHECKBOX 
  Yes. If “Yes”, please describe what the Sponsor or Grant Body’s response is.
Text Field


	DSRB Reference No:
	 FORMDROPDOWN 
 / 00 / 000


	Declaration

	NHG-DSRB-D01(4): Reporting to DSRB – The DSRB will encourage reporting of non-compliance events by the Principal Investigator (PI), members of the research team or others. When a report of non-compliance is made by someone other than the PI, the confidentiality of the reporter will be maintained. Reporter names will not be disclosed to the individuals involved in the complaint, unless disclosure is required to reconcile the situation.

I confirm that the information submitted above is true and accurate at the date of submission of this Report.

__________________________________

Text Field__________
Signature




Date

Name:

Text Field
Study Role:

 FORMDROPDOWN 

Others:
Text Field
Institution: 

Text Field
Department:

Text Field
Telephone:

Text Field
E-mail:

Text Field



	Guidance for DSRB Non Compliance Report Form

	All research conducted in NHG institutions should be in compliance with the research proposal approved by the DSRB, with SGGCP, with NHG DSRB requirements, institution requirements, and applicable regulations.
Important:  This form is NOT for reporting Unanticipated Problems involving Risk to Subjects or Others (UPIRTSO). Please report Unanticipated Problems involving Risk to Subjects or Others using the DSRB UPIRTSO Report Form.

Definitions

· Compliance
Compliance is the adherence to all research related requirements, good clinical practice requirements, NHG DSRB requirements, NHG PCR requirements, and applicable regulatory requirements.

· Non Compliance
Non Compliance is a failure by an investigator to abide by the policies and procedures of DSRB or applicable regulations governing the protection of human subject research.

Some examples of non-compliance include, but are not limited to:

· Failure to obtain prior approval for research
· Failure to obtain renewal of approval for research

· Failure to obtain informed consent when required

· Failure to file an UPIRTSO Report

· Failure to adhere to the approved protocol

· Performance of an unapproved research procedure

· Failure to submit protocol amendments for review and approval

· Performance of research at an unapproved study site

· Performance of a Drug trial without a valid HSA Clinical Trials Certificate (CTC)

· Any other failure to adhere to regulations, policies, and procedures related to research.




	FOR DSRB OFFICIAL USE ONLY

	DSRB Database – Non-Compliance Report No: ______________________________
Category of Non-Compliance Event
 FORMCHECKBOX 
 Serious NC

 FORMCHECKBOX 
 Continuing NC

 FORMCHECKBOX 
 Neither Serious nor Continuing NC
Category of Review
 FORMCHECKBOX 
 Full Board Review
 FORMCHECKBOX 
 Expedited Review




 FORMCHECKBOX 
  Noted. Table summary at next Full Board Meeting




 FORMCHECKBOX 
  Table for discussion for next Full Board Meeting
    ________________________
__________________

______________

    Reviewer’s Name

Reviewer’s Signature

Date
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