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Bannatyne Campus Research Ethics Boards


P126-770 Bannatyne Avenue



Winnipeg, Mb R3E 0W3

Phone: (204) 
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BANNATYNE CAMPUS RESEARCH ETHICS BOARD

Updated Safety Information Reporting Form
[Criteria and Instructions for submitting Study Safety Information or Publication, Investigator Brochure, Data Safety Monitoring Board (DSDM) report, Audit Report, and/or Suspension or Hold on Study Activity.
Please review the new criteria and rules for submitting Updated Safety information to the REB on the Research Ethics Board website.
Examples of updated study safety information include, but are not limited to the following:

· Data Safety Monitoring (DSDM) report

· Audit or monitoring report

· Interim study results

· Health Canada, FDA or other regulatory agency study results

· Safety Alerts

· Publication in the literature or other findings

· Revised Investigators Brochures

· Notification of Sponsor suspension or termination of the study

· Changes in the Health Canada or FDA labeling or withdrawal from marketing of a drug, biologic or device used in a research protocol 

Submitting Instructions:
· Use this form to summarize and submit any updated safety information listed above.
· Do not use this form to accompany an Investigator’s Brochure for a new application.
· Complete and submit one copy of the Bannatyne Campus Updated Safety Reporting Form for each file along with one copy of the sponsor generated report. Submissions will not be accepted without completion of the Bannatyne Campus Updated Safety Reporting Form.  Acknowledgement of receipt will not be provided.
· Updated safety information which suggests increased risk and immediate safety concerns to participants should be reported to the REB promptly and no later than 15 days upon becoming aware of the information.  All other updated safety information should be reported to the REB within 30 days of becoming aware of the report(e.g. DSDM report that suggest trial may continue as planned, New Investigators Brochure that does not require an immediate notification of risks to participants, etc.)
· Any changes as result of the safety update information required to the protocol or consent form must be submitted using the Bannatyne Campus Amendment Form. 
· Do not include a cover letter with the submission.
· Faxed or e-mail submissions are not accepted at this time.
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Exter0nal
	Acknowledgment of receipt by the REB will not be provided for this documentation.  NOTE: If changes are required to study procedures as a result of this information acknowledge will be noted through the approval of the revised protocol, etc.


afety R
Submission Form
	1. Date of Report:
	
	2. Ethics Reference Number(s):
	

	3. Sponsor Protocol Number:
	
	4.  Sponsor:
	

	5.  Study Title(s):
	

	6.  Principal Investigator(s):
	


	7.  Is there a Independent Data Safety Monitoring Board for the above referenced study titles:
	    FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No


	Study Participant Status (Check all that apply)
	Study Enrollment Status (check one)

	 FORMCHECKBOX 
 Participants are receiving study intervention or treatment
 FORMCHECKBOX 
 Participants are receiving follow-up visits/procedures 

 FORMCHECKBOX 
 All study interventions/treatments are complete
	 FORMCHECKBOX 
 Open to enrollment
 FORMCHECKBOX 
 Closed to enrollment
 FORMCHECKBOX 
 No participants have been enrolled

	Type of Submission
 (Check all that apply from 8-10 and attach appropriate accompanying documentation.  Generally one updated safety information should be reported per form when updated information suggests increased risk.)


	8.0      FORMCHECKBOX 
   Suspension, Hold or Termination of Study Activity initiated by:
           Report immediately to the REB


	 FORMCHECKBOX 
 Health Canada 
 FORMCHECKBOX 
 FDA 
 FORMCHECKBOX 
 DSDM    
 FORMCHECKBOX 
 Sponsor  FORMCHECKBOX 
 PI  
 FORMCHECKBOX 
 Other:      


	9.0  Report the following documentation to REB within  14 days when increase risk or changes are suggested and 30 days if no changes are suggested:

	 FORMCHECKBOX 
Updated Safety Information or Publication, including FDA Safety Alerts and/or safety information from another site       if this study is part of a multi-site study 

 FORMCHECKBOX 
 Data Safety Monitoring Board or Interim Study Result              

 FORMCHECKBOX 
 Audit or Monitoring Report                                              FORMCHECKBOX 
 If Other, describe:     


	10.0  Updated Investigator Brochure/Device Brochure (Do not use this form to accompany an Investigator’s Brochure for a new application) 

	Name of Drug/Product Name:                                                      Edition/Version Number and Date:        

	Describe document changes and indicate appropriate page numbers. Discuss the impact of these changes in relation to the above named trials in question #10.:   (This section MUST be completed.  Attach an additional page if necessary.  The revised IB/Product Monograph should have the changes highlighted for ease of review.)



	     


	11.  Describe the impact of updated study information on the study as a whole and the impact (if any) at the local site.

	


	12.  Briefly mention any proposed protocol and/or consent form changes and or other corrective actions to be taken by the sponsor or PI in response to updated safety information.
Amended documents for approval must be formally submitted on Bannatyne Campus Amendment Form.

	


	Research Co-ordinatorSignature (Acknowledging review of reports with Principal Investigator)  NOTE:  When updated safety information suggests a possible increased risk or new risk and/or immediate safety concern to participants or warrants changes to protocol procedures the PI or Co-PI must sign this form rather than the  research co-ordinator on behalf of the PI.. 

	
	

	Signature
	Date(yyyy/mm/dd)


	Principal Investigator or Co –Principal Investigator’s Signature (Acknowledging review of updated safety information that suggests possible increased risk and/or immediate safety concern to participants or warrants changes to protocol procedures.  PI signature is required when the information suggests new risk or  increased risk )

	
	

	Signature
	Date(yyyy/mm/dd)


	For Research Ethics Board Use only

	The Updated Safety Report and accompanying documents were initially reviewed by the REB coordinator to determine if the information may present a possible increased risk and/or immediate safety concern to participants or warrants changes to protocol procedures. If the information suggests increase risk the report will be reviewed by the REB Chair.

	Signature of REB Coordinator: 

	
	

	Signature
	Date(yyyy/mm/dd)

	Additional review required?
	 FORMCHECKBOX 
 No – does not meet submission criteria
 FORMCHECKBOX 
 No – no increased risks were identified in reports(e.g. DSDM report indicates study can continue as per protocol)
 FORMCHECKBOX 
 No – other (please specify): _____________________________________
 FORMCHECKBOX 
  Yes – incomplete submission.  PI will be asked to provide additional information.
 FORMCHECKBOX 
 Yes – PI has indicated amendment will be submitted in future (REB Chair will review at that time amendment is submitted and sign off on amendment form).

 FORMCHECKBOX 
 Yes, by REB Chair/Designate REB member 

 FORMCHECKBOX 
 Yes, by other (please specify): ___________________________________



	REB Coordinators Notes Chair/Designated REB member:

     



	REB Chair/Designated REB member Review:

	Unanticipated problem (unexpected; related or possibly related; places participants/others at greater risk of harm than previously known)?
	 FORMCHECKBOX 
 Yes (Notify committee via appendences)

 FORMCHECKBOX 
 Yes (Place on full board agenda for discussion)  

 FORMCHECKBOX 
 No (Full Committee review not required)

	Additional actions/information needed?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
If yes, please specify:______________________________________




	REB Chair/Designated REB member Signature:

	
	

	Signature
	Date(yyyy/mm/dd)
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