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	Project Identification Number:
	

	Project Title:
	

	Principal Investigator:
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1. Date of initial REB approval:
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2.  Is this study open for enrollment at The Michener Institute?  

 If yes, attach a copy of the current Informed Consent Form (ICF).
 If no, explain in detail.
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What is the anticipated completion date of this study?
4. 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:

e. Number of subjects who declined consent:

f. Number of subjects who were enrolled:
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g. Number of subjects who withdrew consent:

h. [image: image21.wmf]N/A

Number of Serious Adverse Events (SAE):
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Have all SAE’s been Reported to the REB?
(Report all SAE’s via the SAE Report Form) 
If no, indicate why. 
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i. [image: image26.wmf]N/A

Number of significant protocol deviations/violations (PD):
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Have all PD’s been Reported to the REB?

(Report all PD’s via the Protocol Deviation Form) 

If no, indicate why. 
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5. [image: image31.wmf]
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Since the last REB approval, is there any new ethical/scientific
information outside of protocol amendments that would be 
important for the REB to review?  

If yes, please elaborate. 
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6. Since the last REB approval, has there been any change in the conflict of interest status of any of the investigators, study staff or members of their immediate family?

If yes, please elaborate. 
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Since the last REB approval, have there been any subject 
complaints or feedback about the research? 





   
If yes, please elaborate. 
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8. 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
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	Room
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9. ***** Please note: All amendments/changes to the study protocol, consent form(s), and all other study related documentation must be submitted via an Amendments / Change / Notification Form to the REB for review and approval before implementation.
10. Statement of the Principal/Qualified Investigator


PRINCIPAL INVESTIGATOR AGREEMENT-I assume full responsibility for the scientific and ethical conduct of this study as described in the application and submitted protocol and agree to conduct this study in compliance, where applicable, with the Tri-Council Policy Statement 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, The Michener Institute Research Code of Conduct and any other applicable regulations or guidelines.   I certify that all researchers and other personnel involved in this project at this institution are appropriately qualified or will undergo appropriate training to fulfill their role in this project.

	Signature:
	
	Date:
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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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