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	FORM 9
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	Project Identification Number:
	

	Project Title:
	

	Principal Investigator:
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__________________________________________________________________________________
1. Date of study completion or termination at The Michener Institue:
(Study completion refers to the point when there is no further participant involvement and/or data collection, access to data is no longer needed, clarification, and transfer of data is complete.)
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2.  Was this study terminated prematurely?
 If yes, explain in detail.
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3. Please complete the following:
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a. Proposed sample size:
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b. Number of subjects screened for eligibility:
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c. Number of subjects approached for consent:
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d. Number of subjects who consented:
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e. Number of subjects who declined consent:

f. Number of subjects who were enrolled:

g. Number of subjects who withdrew consent:

h. Have all Serious Adverse Events (SAE) been reported to the REB?
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(Report all SAE’s via the SAE Report Form) 
If no, indicate why. 
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i. Have all significant Protocol Deviations/violations (PD) been reported to the REB?
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(Report all PD’s via the Protocol Deviation Form) 

If no, indicate why. 
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4. [image: image25.wmf]No
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 Have any of the results of this study been published, submitted for publication, or presented?
If yes, please elaborate.  If no, please elaborate plans for dissemination of results or give rationale for why the results will not be disseminated
[image: image27.wmf]Yes
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5. Will participants be given the results of the study?

If no, please elaborate. 
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6.  Is there any additional information that the REB should be aware of?
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If yes, please elaborate. 
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7. 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
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	Email
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	Program:
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	Address
	[image: image43.wmf]



	Room
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8. Statement of the Principal/Qualified Investigator


I confirm there to be no further participant involvement and/or data collection, access to data is no longer needed, clarification, and transfer of data is complete.  I will maintain my study data and documentation for as long as required by law and request that this REB study file be closed at the Michener Institute.

	Signature:
	
	Date:
	


RESEARCH ETHICS BOARD OFFICE USE ONLY
[image: image1.wmf]The Michener REB has reviewed this and has closed this study file


	
	
	

	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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