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Research Ethics Board (REB) – Protocol Deviation Form
	FORM 8
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	Project Identification Number:
	

	Project Title:
	

	Principal Investigator:
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__________________________________________________________________________________
1. Date of major protocol deviation at The Michener Institute:
(Major protocol deviations are deviations that profoundly affect the integrity of the study and/or have the potential to be hazardous to participant safety.)
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2.  Date the deviation was reported to the REB:
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3.  Please provide a description of the protocol deviation:
[image: image8.wmf]No


[image: image9.wmf]Yes

[image: image10.wmf]No


4. Does this protocol deviation affect the integrity of the study?
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5. Will a protocol amendment be submitted?

6. [image: image13.wmf]No
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Were participants adversely affected or placed at greater risk, because of the protocol deviation?

 If yes, please elaborate and submit a Serious Adverse Event (SAE) report.
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7. [image: image16.wmf]Yes
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Were participants informed of the deviation?

If no, please elaborate.
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8.  Describe any means to mitigate future deviations of the same type:
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9. Information of person completing this form:
	Title
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	Telephone
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	Last name
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	Pager
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	First Name
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	Fax
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	Dept/Div
	[image: image26.wmf]


	Email
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	Program:
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	Address
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	Room
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10. Statement of the Principal/Qualified Investigator

I confirm that I am aware of the protocol deviation(s) listed here and have assessed the impact of the deviation(s) with regards to the safety and integrity of the study
	Signature:
	
	Date:
	


RESEARCH ETHICS BOARD OFFICE USE ONLY
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	REB Chair, The Michener Institute
	
	Date
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________________________________________________________________________________________


Research carried out at or in collaboration with the Michener Institute or its faculty and staff is, where applicable, compliant with the Tri-Council Policy Statement (TCPS 2), ICH GCP Guidelines, Part C Division 5 of the Food and Drug Regulations, Part 4 of the Natural Health Products Regulations, Part 3 of the Medical Devices Regulations, the Ontario Personal Health Information Protection Act and The Michener Institute Research Code of Conduct.
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