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Clinical Research Ethics Board (CREB)
1952 Bay Street

3rd Floor – Kenning Wing, Memorial Pavilion
Royal Jubilee Hospital
Victoria, BC  V8R 1J8
Phone:  250-370-8620  Fax:  250-519-1878

Please complete and submit via fax or mail using the information above.
Part A:  Identifying Information
	1. VIHA File #:
       
	2. Research Project Title:

      

	3. Name of Local Principal Investigator (PI):       

	4. PI Contact Information
Address:                    
	City, Postal Code:       ,      

	5. Name of Study Coordinator:       
	Phone:       
	Fax:       

	email:       


	6. Date of original approval (as indicated on Certificate of Approval):       

	7. Expected date of completion:       


Part B:  Current Status of Study
1. Requesting annual renewal for the period of:        to      
	
	Check one only:

	2. Actively enrolling research participants:  
	 FORMCHECKBOX 


	3. Enrollment completed, but participants are being followed:
	 FORMCHECKBOX 


	4. Other (attach explanation):
	 FORMCHECKBOX 



Please respond (where appropriate) for LOCAL PI’s SITE ONLY:

	5. Number of participants enrolled since beginning of study:
	     

	6. Current number of active participants:
	     

	7. Number of participants who have completed the study to date:
	     

	8. Number of participants who have withdrawn (attach explanation):
	     

	9. Number of participants that have died:
	     


Part C:  Study Progress to Date
1. Please give a brief summary of the progress of the study to date, including any difficulties encountered:
     
2. If there has been an interim data analysis not yet submitted – please attach.


Part D:  Safety Issues
1. Has there been a recent Data Safety Monitoring Board Report or 
sponsor-generated Safety Report that supports continuation of study?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


If not yet submitted to CREB – please attach
 FORMCHECKBOX 
 Attached

2. How many unexpected and/or serious adverse events, including deaths, have 


occurred in the study population at this site in the past year?
      Number




Of those events how many were considered to be possibly, probably or



 

definitely related to the study drug/device/intervention?
      Number


3. Has there been any new literature which would change your assessment of 
risk/benefit for participants?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


If YES, and your assessment of risk has increased, have all participants 


been informed?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO 


If NO to above question, indicate when and how this will happen.
 FORMCHECKBOX 
 Attached
Part E:  Changes in the Funding Status
1. Have there been any changes in funding status since the last approval?
       
 FORMCHECKBOX 
 YES        FORMCHECKBOX 
 NO

a) If YES, has the CREB been notified?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


b) If CREB has not been notified – please attach description of changes.
 FORMCHECKBOX 
 Attached

Part F:  Conflict of Interest
1. Have there been any changes for the principal investigator(s) or any co-investigators involved in this research study, with respect to conflict of interest, since the study originated or since last annual approval?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
NO

a) If YES, please attach a description of the conflict and explain how it is being managed to


       ensure that participant rights and welfare are not affected.
 FORMCHECKBOX 
 Attached

Part G:  REB Annual Renewal Fee
1. Attached   FORMCHECKBOX 
  
Waived   FORMCHECKBOX 
  (for academic or unfunded projects)  

	Signature of Principal Investigator
	
	Date (month, day, year)
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