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Research Ethics - Bannatyne
e.g. HSXXXXX
e.g. H2018:XXX
Acknowledgement of receipt will not be issued. Retain email to verify submission to the Research Ethics  and Compliance Office.
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
Attached Documents
8. Brief Title/Topic of Report
Reporting Period
Date of Report
* (Review content requirements noted below):
Month/Day/Year
(e.g., Jan-Mar 2018)
(Click +/- to add or delete rows to the table)
Each Periodic Safety Report include a summary highlighting the main points of concerns (if any) and the evolving safety profile of the investigational product.
Please ensure the criteria (noted above) for submission is included in the sponsor’s report prior to submitting to the REB or complete the information as requested in questions 9-12.  (Please expand areas as required.)
9.  Description of the Adverse Event (including why it is considered an unanticipated problem)
10.  Description of all previous reports concerning similar events
11.  Analysis of significance of the event in the light of the previous event
12.  Describe the impact of this information on the study as a whole and the impact (if any) at the local site.
13.  Proposed protocol and/or consent form changes and or other corrective actions to be taken by the sponsor in response to the event.  Amended documents for approval must be formally submitted on the Bannatyne Campus Amendment Form 
Principal Investigator Signature ((Acknowledging the Periodic Safety Report has been reviewed by the PI))
Month/Day/Year
Information on Signatures and Digital ID's 
Email  completed and signed form to:
bannreb@umanitoba.ca
 
Incomplete or unsigned forms will not be accepted.
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