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Research Ethics Board
)
Adverse Events Report 2011-2012						
Please complete the form and submit it electronically to the Research Office (Yvette.Fairweather@ufv.ca).  Please sign and print the form and send the hard copy into the Research Office; handwritten forms will not be accepted.
To enter your information, use the “tab” key to move through form fields, (“shift tab” to go back); and click on the checkboxes to select. Sections will expand to accommodate your entry.
An adverse event is considered to be any undesirable experience or response that was not expected and not stated in the informed consent and original protocol. This includes anything emotional, psychological or physiological.  The faculty investigator or supervisor must report any injury or adverse event that is experienced by a participant due to the research procedures.
The Chair of the REB must be notified no later than three business days following the event.
	[bookmark: Text5][bookmark: _GoBack]Title of Original Project:      


	[bookmark: Text2][bookmark: Text3][bookmark: Text4]Protocol #:      	   Today’s Date:      		  Date of Adverse Event:      

	[bookmark: Text6]Name of Principal Investigator (or Supervisor):      
[bookmark: Text10][bookmark: Text7]Name:       					Phone #:      
[bookmark: Text8]E-mail:      					

	Name of Co-Investigator (or Student):      
Name:      					Phone #:      
E-mail:      					



GENERAL QUESTIONS RELATED TO THE ADVERSE EVENT:
1. [bookmark: Check1][bookmark: Check2]Did this adverse event occur to a participant enrolled in your study?  Yes |_|    No |_|
2. [bookmark: Check3][bookmark: Check4]Was the adverse event attributable to a study procedure? Yes |_|    No |_|
(If there is no relationship between the study procedure and the event continuation of this form is not required) 
3. [bookmark: Check7][bookmark: Check8]Was the adverse event expected?  Yes |_|  No |_|
4. Was this event described as a possible risk in the letter of informed consent? 
[bookmark: Check9][bookmark: Check10]Yes |_|  No |_|
5. [bookmark: Check11][bookmark: Check12]Has this type of event occurred in this study or a related study? Yes |_|  No |_|
[bookmark: Text11]If yes, when and how often?      
6. [bookmark: Check13][bookmark: Check14]Is this type of adverse event likely to occur again?  Yes |_|  No |_|
7. [bookmark: Check15][bookmark: Check16]Have any changes to the study procedures been implemented as a result of this adverse event in order to reduce or eliminate the risk to study participants?  Yes |_|   No |_|
If yes, please explain and complete the UFV Request for Amendment to Research Project
[bookmark: Text12]     
8. Will the adverse event require you to modify the existing informed consent letter?
[bookmark: Check17][bookmark: Check18]Yes |_|   No |_|
If yes, please explain and complete the UFV Request for Amendment to Research Project
Note regarding 7 & 8: If changes  to the original protocol are required due to the adverse event, the protocol will be put on hold until the necessary revisions are completed and have been reviewed and approved by the UFV Research Ethics Board
PARTICIPANT DETAILS (will remain confidential)
[bookmark: Text14][bookmark: Text15]Participant Name:      				Age:      
[bookmark: Text16]Address:      
[bookmark: Text17][bookmark: Text18]Date of Occurrence:	     				Time:      
[bookmark: Text19]Location of Adverse Event:      

DESCRIPTION OF EVENT AND ACTION TAKEN
9. Describe the adverse event/incident that occurred.  Include details of any physical, emotional, psychological, or physiological impacts resulting from this.
[bookmark: Text20]     




10. Provide step-by-step details of the actions taken immediately following the event:
[bookmark: Text21]     




11. [bookmark: Check19][bookmark: Check20]Was medical or other intervention provided? Yes |_|  No |_|
If yes, provide the name and contact information of medical personnel
[bookmark: Text22]     
12. Was the participant withdrawn from the study as a result of this adverse event?
[bookmark: Check21][bookmark: Check22]Yes |_|  No |_|
13. [bookmark: Check23][bookmark: Check24]Is there any plan for follow-up contact with the participant? Yes |_|  No |_|
[bookmark: Text23]If yes, please explain      
14. If there is another REB involved in this project, please provide the details that were sent to them regarding this adverse event
[bookmark: Text24]     
Confirmation
[bookmark: Text13]As principal investigator on this project, I confirm that the details contained in this report are an accurate account of the adverse event(s) that occurred on       

Signature of Faculty Investigator					Date:

Signature of Faculty Supervisor					Date:

Signature of Student Investigator(s):				Date

 (
Created November 2009
) (
Adapted from the University of Waterloo REB
)The signed sheet must be attached to the complete Adverse Events Form
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