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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services
#300, 10334 152A Street, Surrey, BC  V3R 7P8

Phone:  604.587.4436  Fax:  604.587.4665


	REQUEST FOR ANNUAL RENEWAL FORM 



	THIS FORM IS TO BE COMPLETED BY THE PRINCIPAL INVESTIGATOR 

TO ATTAIN ANNUAL RENEWAL OF A PREVIOUSLY APPROVED RESEARCH STUDY

	FHREB Number (to be used on all correspondence):  
	     

	Principal Investigator:
	     

	Hospital/Facility & Department 
(complete contact information):
	     

	Institution(s) or Geographical Areas where research was carried out:

	     

	Name of all Co-Investigator(s): 

	     

	Sponsoring Agencies and/or Corporate Sponsor:

	     

	Title of Project:   

	     

	Initial Approval or Most Recent Renewal Date:
	Term, if less than one year:
	Type of Review Required:

	     
	     
	 FORMCHECKBOX 
 Delegated Review
 FORMCHECKBOX 
 Full FHREB Review

	Documents included with this Annual Renewal Request Form:  
· The most recently approved consent form must be submitted if recruitment is still ongoing: [Include reference number, version number, and/or date).

FULL BOARD REVIEW - Please submit TWO (2) Copies and the Original of this application form and most recently approved consent form (if applicable), as well an ELECTRONIC copy of the application form and consent form(s) to Julie Hadden at julie.hadden@fraserhealth.ca.

DELEGATED REVIEW – Please submit this form and the most recently approved consent form (if applicable to Julie Hadden at julie.hadden@fraserhealth.ca 



	     

	Provide the name of ONE contact person for ALL correspondence.  The Certificate of Annual Renewal will be emailed to the contact person as listed.

	Name:       
	Phone Number:      

	Title:      
	Fax Number:      

	Address:      
	Email Address:      

	REB #:       

	Total # of subjects enrolled to date:
	     

	# of subjects enrolled since either the initial or subsequent renewal certificate of ethical approval [i.e. in the most recent study year period]:
	     

	Provide a brief summary of the progress of the study.  Include information on whether the recruitment of subjects is going according to plan and any other details on whether the study implementation is meeting its timelines.  

	     

	Special attention should be directed towards any local SAEs. Give details of any serious side effects (SAEs) that have been observed, and provide your opinion on whether these are study-related, whether they affect the ethics of continuing the study, and whether they necessitate any changes to the informed consent process.  
In addition, please indicate whether or not there are any outstanding SAE reports that have not yet been sent back from the FHREB office.  Note that it is not sufficient to state that SAEs have been previously submitted for review to the FHREB.

	     

	Briefly describe any new information or changes in scientific knowledge that might affect the ethical basis of the research design.

	     

	CLINICAL TRIALS ONLY: Have any Data Safety Monitoring Board (DSMB) reports been submitted? If, yes state the number of DSMB reports submitted to date. 
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 


	     

	CLINICAL TRIALS ONLY: List dates of submissions and corresponding recommendations of the Data Safety Monitoring Board (DSMB) reports to the FHREB.

	     

	Briefly describe any new information or changes in scientific knowledge that might affect the ethical basis of the research design.
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 


	     

	Have there been any amendments to this study since the date of the Certificate of Initial Ethical Approval or since the date of the Certificate of Annual Renewal, whichever is the later?  
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
 

	If Yes, Please list and summarize these amendments.  Note that the summary should be a brief note that clearly describes what was previously amended.  Please check this summary against the actual documentation to ensure that all of these amendments have all been submitted to the FHREB for approval.

	     


REB #:       
	
	     

	SIGNATURE OF PRINCIPAL/CO-INVESTIGATOR
	PRINTED NAME

	     
	     

	NAME OF HOSPITAL/FACILITY & DEPARTMENT
	DATE OF INVESTIGATOR/CO-I SIGNATURE



FOR THE FRASER HEALTH RESEARCH ETHICS BOARD USE ONLY:
I have reviewed the above-noted Request for Annual Renewal to this research study.  The correct response is indicated below:

_____Annual Renewal is given a DELEGATED APPROVAL; there is no change to the risk of the study and therefore no further Investigator action is required.
_____Annual Renewal does not fulfil the FHREB requested changes; a letter will follow.

_____Annual Renewal needs review by the full FHREB.
_____Other action is required; a letter will follow


DR. A. BELZBERG or DR. M. R. FOULKES


DATE OF SIGNATURE

(Signature of FHREB co-chair, circle appropriate)
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