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Local Adverse Event/Unanticipated Problems Form (Initial)  of 
Local Adverse Event/Unanticipated
Research Ethics - Bannatyne
Problems Form (Initial)
Date Received
e.g. HSXXXXX
e.g. HSXXXXX
e.g. H2018:XXX
If acknowledgement of receipt is required, please include 2 copies of this form and a self addressed (postage attached for external mail) return envelope. 
Do not include a cover letter with the submission.  EMAIL and FAX SUBMISSIONS are not accepted. 
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)
(Click +/- to add or delete rows to the table)
Text
Section A: Serious Adverse Event or Unanticipated Problem
9.  Description of the Adverse Event/Incident/ Experience or Outcome (including why it is considered an unanticipated problem)
Do not attach medical records, X-Ray reports, etc.  The REB will contact you if this information is required.
10.  Outline (if applicable) concomitant disease, medications, past medical history and relevant tests/labratory data, etc. Do not attach medical records, X-Ray reports, etc.  The REB will contact you if this information is required.
Month/Day/Year
Month/Day/Year
12. Date research team 
became aware of event
13. How did research team become aware of event?
14.  Causality of Event: Was the event caused by or exacerbated by study procedures and/or interventions?If the event is not related or possibly related to study participation, it does not need to be reported to the REB per regulations.  However, in the case of local adverse events it may be advisable to report these events to the local REB for information purposes.
Investigator’s opinion
Sponsor’s opinion
15.  Seriousness of the event: Which of the following criteria apply?If the event is not related or possibly related to study participation, it does not need to be reported to the REB
An important event that may jeopardize the research participant’s well being and/or suggests the research places the participant at greater harm(including physical, psychological, economic, or social harm) and/or may require intervention to prevent one of the outcomes listed above. 
16.  Expectedness:  Is the nature, severity, and frequency of the event consistent with the risks described in the study protocol, consent form and /or applicable product information?
17.  Outcome/Consequence of Event
Month/Day/Year
18.  Action(s) planned/taken to address this event(e.g. study procedures/drugs suspended (identify time frame if reintroduced), participant withdrawn from the study, no action) 
19.  Action(s) planned/taken to reduce the likelihood of the event happening again(e.g. study protocol/and or consent form to be amended, study to be closed, no action) Amended documents for approval must be formally submitted on Bannatyne Campus Amendment Form.
Text
Section B:  Signature
Principal Investigator Signature 
I, the undersigned, attest that I have reviewed this Local Adverse Event Report/Unanticipated Problems Form
Month/Day/Year
Information on Signatures and Digital ID's 
Forward the completed and signed form via mail, courier or personal drop off to:
 
Bannatyne Research Ethics Board (REB) 
P126 Pathology Building, 770 Bannatyne Avenue
University of Manitoba, Winnipeg, MB R3E 0W3Phone: (204) 789-3255
 
Incomplete or unsigned forms will not be accepted.We DO NOT accept electronic submissions of this form.
FOR RESEARCH ETHICS BOARD USE ONLY
FOR RESEARCH ETHICS BOARD USE ONLY
The local adverse event that is unexpected (i.e. an unanticipated problem) or other unanticipated problem has been reviewed with the Research Ethics Board (REB) Chair by the (REB)Coordinator and is conditional to the following:
Month/Day/Year
Additional review required?
No – does not meet submission criteria
No – other (please specify):
Yes –further information is required from PI prior to submitting to REB Chair for review.  REB coordinator will contact PI for additional information outlined below.
Yes - by REB Chair/Designate REB member
Yes - by other (please specify):
Yes - PI has also indicated amendment to be submitted.
REB Coordinators Notes Chair/Designated REB member:
REB Chair/Designated REB member Review(if applicable as per notes):
Yes – (Notify committee via appendices)
Yes – (Place on full board agenda for discussion)
Yes – (Full Committee review not required)
Unanticipated problem (unexpected; related or possibly related; places participants/others at greater risk of harm than previously known)?
Additional actions/information needed?
If yes, please specify
Month/Day/Year
May 2018
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