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Bannatyne Campus Research Ethics Boards                                                                                











P126-770 Bannatyne Avenue







Winnipeg, MB R3E 0W3







Phone: (204) 789-3255


	FINAL STUDY STATUS REPORT

This report must be completed for all studies (i.e. clinical trials, chart review studies, database studies, etc) that were initially reviewed by a Bannatyne Campus REB and are now closed to further follow-up and data collection and/or analysis regardless of whether the study received final approval or not. For multi-centre trials, please submit this report after the sponsor has completed the close out visit.
Review guidelines re study closure on the website before completing.
All information must be typewritten in the space provided.   Do not reference pages in documents without briefly outlining information in the form.   Do not leave any section blank.  Indicate “not applicable” by typing N/A.



	Is Acknowledgement of Receipt Required?   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(If yes, please include an extra copy of this form to be used as the receipt, and supply a self-addressed return envelope or mailing label.) 

	1.  Date of Report:
	     
	
	2.  Ethics File Number:                             
	     

	3. Sponsor  Protocol Number:
	     
	
	4.  Sponsor:
	     

	5.  Study Title:
	     

	6.   Principal Investigator:
	     

	7.  Date of Study Closure: 
	     

	8.  For industry sponsored multi-centre trials, has the sponsor conducted a close out visit? 
	 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No

	If no, please wait and submit this report after the close out visit is conducted or indicate if it is the case,  that the sponsor does not        intend to conduct a close out visit.


	9.  Was this study terminated early? 
	 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No

	If yes, indicate why the study was terminated early and describe how participants (if applicable) will be informed of the termination.  

     

	10.  Please provide a brief summary of the outcome of the study and progress in meeting the study objectives.  (The REB acknowledges that information related to study outcome may not be available at the time of study closure for some multi-centre trials.)
     

	 NOTE:  For retrospective chart review or database studies please indicate the number of charts/files reviewed in #11.   Providing approximate numbers may be appropriate for some database studies.  For some studies it may be appropriate to indicate N/A.


	11.  Number of participants(or records) screened for the study:
	                      

	12.  Number of participants enrolled (or records reviewed, surveys received, specimens collected for specimen repositories, etc.) in study:
	                      

	13.  Number of participants (or records reviewed, surveys received, specimens collected for specimen repositories, etc.) who completed the study:
	                      

	Proceed to section #17 if your study is not a clinical trial involving a pharmaceutical product, natural health product, medical device or surgical intervention.



	14.  Number of participants, at this site, discontinued due to adverse events:                                                          
	                      

	Description of these adverse events:
	

	     

	15.  Number of participants, at this site, discontinued due to Serious Adverse Events (SAEs)  :
	                    

	16.  Number of Serious Adverse Events (SAEs) at this site reported:
	                    

	  Description of local SAEs:
	

	     

	All protocol deviations must be reported to the appropriate Bannatyne Research Ethics Board as per recent guidelines posted on the website.


	17.  Number of major protocol deviations:
	     

	 List major protocol deviations and date reported to REB:
	

	     

	18.  Were there any minor protocol deviations? 
	              FORMCHECKBOX 
  Yes**        FORMCHECKBOX 
     No

	**If yes, attach a copy of the Bannatyne Campus Minor Protocol Deviation Log.



	19.  Specify how long study data (including personal data) will be retained and the procedures for securing/storing records including electronic files. Specify whether and when  the data will be destroyed or irreversibly anonymized(i.e. the key identifying the link between data and the individual identity is deleted).

	     

	20.  Additional comments (e.g. discuss any unexpected problems/resolutions, publications, future studies/directions, etc.):
	

	     

	I have reviewed and agree with the content of this report:
	

	
	
	

	Principal Investigator (or delegated Co-investigator)
	
	Date (day/month/year)


Want to conduct a spell check prior to submitting?

The form is locked which enables you to tab to each question and check box.  To conduct a spell check you must unprotect the document.  After you have completed answering all questions, go to “Tools” on the Tool Bar and in the drop down menu select “Unprotect Document”.  No password is required.  DO NOT DELETE QUESTIONS on this form OR THE SUBMISSION WILL BE RETURNED to the applicant.
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