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Annual/Final Report of the Investigator
In keeping with the Tri-Council Policy Statement “Ethical Conduct for Research Involving Humans”, researchers who are conducting human subject research projects which have received ethics approval must submit an annual report to the appropriate Research Ethics Board. 

Please complete the following form and return it as soon as possible so that it may be reviewed prior to the date when your current approval expires. When this review has been completed satisfactorily, your project approval will be renewed for a further period, and you will be notified. 

Please resubmit by:   __________________________  

Ethics Review for Continuing Research Involving Human Subjects
Annual/Final Report of the Investigator
The new Tri-Council Policy Statement, Ethical Conduct for Research Involving Humans, has become the national and NSAC standard for research involving humans.  These guidelines state:

“At a minimum, researchers should be required to provide an annual update on the status of any project for which the Research Ethics Board (REB) has given approval.  Information should indicate any changes that may have occurred in scientific knowledge or in the design of the study, as well as any adverse effects in the study or any collaborative study along with the progress of the study.”
PLEASE COMPLETE THE FOLLOWING INFORMATION AND RETURN TO:  Carolyn Terry, Research & Graduate Studies Office, NSAC, PO Box 550, Cumming Hall, Truro, NS, B2N 5E3.
CHECK ONE:
[   ] Annual Report of the Investigator



  
[   ] Final Report of the Investigator
PRINCIPAL INVESTIGATOR:
(Name) 



(Department)
PROJECT TITLE:

PROJECT COST CENTRE (ACCT) NUMBER:  
EFFECTIVE DATE OF ORIGINAL ETHICS APPROVAL:   
Please answer Question 1, 2 or 3 below, (as applicable) and Question 4:
1.
STUDY HAS NOT COMMENCED

Anticipated Start Date:   _______________________________

Study Cancelled?  Yes ____   No _____

If the study has been cancelled, please explain why.

2.
STUDY HAS COMMENCED AND REMAINS ACTIVE

Number of participants recruited to date:   ____________________________


Anticipated or expected end date of the study:   _________________________________

Please attach a copy of the most recent version of the consent form or letter of information, and any advertisements used for this study.

3. 
STUDY HAS BEEN COMPLETED


i. 
If the project has been completed, please submit a brief (maximum four pages) report stating the conclusions you have reached during the duration of this project. (Abstract or publication will be acceptable.)

ii
When did the study end?    ____________________________


iii
How many subjects participated?   _______________________

4.         PROJECT HISTORY

i.    Have you experienced any problems in carrying out this project? 



 Yes

   No



    
If yes, please elaborate.  (Please attach additional pages as necessary.)

ii. 
Have participants experienced any harm as a result of their participation in the study? 



 Yes

   No




If yes, please elaborate. (Please attach additional pages as necessary.)

iii.
Has any study participant expressed complaints, or experienced any difficulties in relation to their participation in the study?



 Yes

   No




If yes, please elaborate. (Please attach additional pages as necessary.)
iv.
Since the original approval, have there been any new reports in the literature that would suggest a change in the nature or likelihood of risks or benefits resulting from participation in this study?



 Yes

   No




If yes, please elaborate. (Please attach additional pages as necessary.)

v.  
Have you made, or do you anticipate making, any changes to the protocol or consent form that have not yet been reviewed by the Board?



 Yes

   No



If yes, three (3) copies of the revised protocol and/or consent form must be attached here with the changes highlighted.  A cover letter summarizing both the timing and the specifics of the changes should also be included.
I certify that the above is true and accurately portrays the status of my project with respect to ethical review. 

________________________________

__________________________________

 Signature (Principal Investigator)


Print Name 

_________________________________​​​​​​​​​​​​​​​​​​​

___________________________________
Date






Department

26 Jan 2010
IMPORTANT:  For funded research projects, we are required by the funding agency to suspend access to research funds if the ethics approval expires before it is renewed. This form must be completed and submitted by the date below to ensure that this does not happen. 


.












