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Updated Safety Information Form
Research Ethics - Bannatyne
e.g. HSXXXXX
e.g. H2018:XXX
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 acknowledgement of receipt will  be noted through the approval of the revised protocol, etc.
REVIEW CRITERIA AND SUBMISISON INSTRUCTIONS PRIOR TO COMPLETING THE FORMS
Month/Day/Year
5. Study/Project Title (or Registry/ Biobank Name, etc.)
Name
Position
6. Principal Investigator(s) or Student Principal Investigator (PI) or Supervisor of Student PI
(Click +/- to add or delete rows to the table)
7. Is there a Independent Data Safety Monitoring Board for the above referenced study title
Study Participant Status 
(Check all that apply)
(Check one (1))
Study Enrollment Status
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 Suspension, Hold or Termination of Study Activity initiated by:
REPORT IMMEDIATELY TO THE REB
9.  Report the following documentation to REB within  14 days when increase risk or changes are suggested and 30 days if no changes are suggested:
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 
10.  Updated Investigator Brochure/Device Brochure
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 the  Bannatyne Campus Amendment Form. 
Signatures
Month/Day/Year
Information on Signatures and Digital ID's 
Research Coordinator Signature (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.
Month/Day/Year
Information on Signatures and Digital ID's 
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)
Email the completed and signed form to:bannreb@umanitoba.ca
 
 
Incomplete or unsigned forms will not be accepted.
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