CMCC Office of Research Administration

Research Administration: ext 267  e-mail: mfillery@cmcc.ca

PROJECT REPORT FORM

This Project Report Form should be used when applying for a personnel change, a minor protocol change or renewing your ethics approval certificate.  Complete the form and forward an original signed copy to the Office of Research Administration, attn: Mark Fillery. 
	Date of Report:
Project number: 
Project Title: 
Principal Investigator 
Investigators:



	Contact information for PI (if changed from original application)

	Phone number: 
	Fax Number:
	Email:

	To be Completed by the Principal Investigator

	1. Date of original REB approval:
  




2. Date of last REB approval:   
3. Number of subjects enrolled in the study to date: 
4. Number of subjects completed the study:

5. Number of subjects dropped out or withdrawn from the study:

If you answer yes to the following questions, provide attachments as described below

6. Have there been changes to the protocol since the last approval? 


No  ___   Yes ___ 
7. Have there been any changes in investigative personnel since the last approval? 
No  ___   Yes ___ 
8. Have there been any adverse events in the course of the trial since the last report? 
No  __​_   Yes ___ 

	Include attachments as applicable.  A progress report (d) is required for all submissions.

	a) Protocol changes: Submit an attachment that describes the requested protocol changes.  All changes that may affect human participants must be approved before they are implemented.  Include a revised consent form and a copy of the study advertising if these are affected by the proposed change.  Major changes may require a full proposal submission.  Applicants will be notified by the ORA if this is required.

b) Personnel change. Submit an attachment describing the proposed personnel change that includes why the change is being made and whether there is any change in the risks of participants with the change. Submit a revised copy of the consent form that includes the personnel change. 

c) Adverse event report. Report all adverse events that have occurred in the conduct of this study, what was done about them and whether changes will be made to prevent them. (Only required if you answered yes to Question 8 above).

d) Progress report.  Provide a brief summary of the progress of the study.  Include important milestones, the term of funding, if any, and whether the project is likely to be completed on time and on budget.

	I certify that the information provided in this report is complete and correct.  I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project and the protection of the rights and welfare of human participants.  I agree to comply with the CMCC’s Policies and Procedures governing the protection of human participants in research

	Principal Investigator
	
	

	
	Sign
	Date

	ORA use only

	Project #:  

	Project Approval Decision: 

 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Not Approved
	
	Approved 
	
	Declined
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