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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


	CLOSE-OUT NOTIFICATION FORM

CLINICAL TRIALS & INDUSTRY SPONSORED RESEARCH


	THIS FORM IS TO BE COMPLETED BY THE PRINCIPAL INVESTIGATOR 

TO INFORM OF STUDY COMPLETION/CLOSURE

	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:   

	     

	Date of Initial Approval:
	Type of Initial Approval:

	     
	 FORMCHECKBOX 
  Delegated Review

 FORMCHECKBOX 
  Full FHREB Review

	Date of Completion: 
(Last date of subject involvement)
	Date of Site Close-out Visit: 

(Pertaining to Clinical Trials only)

	     
	     

	Date of first subject enrolled:
	Date of last subject enrolled:

	     
	     

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

	Total # of Subjects enrolled:
	     
	Total # of Local Deaths:
	     

	Total # of Local SAEs:    
	     
	Total # of Non-Local SAEs:    
	     

	Total # of Lost to F/U: 
	     
	Total # of subjects who withdrew consent:
	     

	Location of storage for all research related documents:

	     

	Location of storage for all electronic data & specify safeguard for protection (i.e. password/encrypted):

	     

	REB #:       

	For Industry Sponsored Research - provide Sponsor's payment ledger
[spread sheet that lists all subjects all visits to closure]

	 FORMCHECKBOX 
  Submitted for Review     FORMCHECKBOX 
  Submission pending

	Principal Investigator Summary:

	     

	Provide the name of ONE contact person for ALL correspondence.  The acknowledgement of study closure will be emailed to the contact person as listed.

	Name:       
	Phone Number:      

	Title:      
	Fax Number:      

	Address:      
	Email Address:      

	Additional Comments:

	     

	Documentation arising from the study results with particular reference to the Fraser Health Authority data must be submitted to the FH Research Administration and Development Office at the conclusion of the data analysis and interpretation.  This can be a copy of a publication, presentation, abstract, lay summary, conferences proceedings, clinical practice guidelines or operation guidelines.  Please indicate below if you give your permission for the submitted material to be uploaded to the FH Research Study Database located at http://research.fraserhealth.ca/knowledge_transfer/fh_research_study_database/
 FORMCHECKBOX 
  Yes Permission Granted      FORMCHECKBOX 
  No Permission Granted


7% Overhead Collection
Any reimbursements or adjustments required because of subject drop-out for any reason including failure to reach optimum visit schedule based on study criteria before study completion, can be noted on the Additional Comments section; however a separate request for reimbursement for payment must be received in writing at or after the time that the close-out report is submitted.  Researchers will be reimbursed for any balance owing to them upon review of the sponsor's payment ledger [spread sheet that lists all subjects all visits to closure].
	
	     

	SIGNATURE OF PRINCIPAL/CO-INVESTIGATOR
	PRINTED NAME

	My signature above attests that all contact with study subjects and/or collection of data/tissue from secondary sources has ceased.

	     
	     

	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 Close-Out Notification to this research study.  

_____The REB file will be archived for a period of 25 years.

_____Other action is required; a letter will follow


DR A BELZBERG or DR MR FOULKES



DATE OF SIGNATURE

(Signature of FHREB co-chair, circle appropriate)
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