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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services
#400, 13450 102 Avenue, Surrey, BC  V3T 0H1
Phone:  604.587.4436  Fax:  604.930.5425



	INTERNAL USE ONLY:    
	FHREB #:
	DATE RECEIVED:  

	UBC Affiliated Researcher 
Supplemental FHREB Document to Accompany UBC RISe application 

	Delegated Review: [see FHREB GN #2]
	Full Board Review: [see FHREB GN #6]

	· Submit for delegated review if project meets all of the following criteria:  (double click to mark)

 FORMCHECKBOX 
 Does not have any corporate (i.e. industry/for profit) sponsorship

 FORMCHECKBOX 
 Does not involve subjects incapable of full consent unless for retrospective chart review or observational data collection 

 FORMCHECKBOX 
 Does not deviate from standard clinical practices or from normal procurement of tissue/blood
	· Submit for full board review if project meets any of the following criteria:  (double click to mark)

 FORMCHECKBOX 
 Does have any corporate (i.e. industry/for profit) sponsorship

 FORMCHECKBOX 
 Does involve subjects incapable of full consent unless for retrospective chart review or observational data collection only.

 FORMCHECKBOX 
 Does deviate from standard clinical practices or from normal procurement of tissue/blood

 FORMCHECKBOX 
 Does involve linkage of subject personal information to non-FHA databases/registries

	· Email application form and all documents for review to julie.hadden@fraserhealth.ca. 

· Submit 1 paper copy of all documents to Julie Hadden at address listed in the header of this document.
	· Email an electronic copy of all documents included in the application to julie.hadden@fraserhealth.ca.  

· Submit 2 paper copies (double-sided ok) of all documents to Julie Hadden at the address listed in the header of this document.

	Provide an accurate listing of all documents submitted with this application.  Incomplete submissions will be returned.

	Document Type:


	Included
	Provide Reference #, Version #, and/or Date (dd/mm/yy) of document

	
	YES
	N/A
	

	UBC Application Form & Appendices (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	UBC Certificate of Approval (Initial and/or Annual Renewal if applicable)
applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	UBC Currently Approved Consent Form (s) (if applicable) 

* All consent forms submitted to the FHREB for review must include FH logo 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Principal Investigator C.V. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Protocol / Study Proposal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Signed Letter from Fraser Health Co-Investigator re study role
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Data Collection Forms (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1a.  Title of Research Proposal [see FHREB GN #5]

	

	1b.  Key Words (key words may include the disease, the intervention, the topic/category of study etc.)

	1.        2. 

	2. Principal Investigator:

	Name 
	Title/Department:
	Department Head and/or Administrative Supervisor

	     
	     
	     

	Phone #:
	Fax #:
	Email:

	     
	     
	     

	3. Main Study Contact Information: (Approval documents will be emailed to address given here)

	Name 
	Title/Department:
	Email Address/Phone #/Fax #

	     
	     
	     

	4. FH Co-Investigator:



	Name 
	Title/Department:
	Department Head and/or Administrative Supervisor

	     
	        
	     

	Phone #:
	Fax #:
	Email:

	     
	     
	     

	5.  Type of Research: Please check the box which most closely describes the type of research for this study:

	 FORMCHECKBOX 
  Biomedical

 FORMCHECKBOX 
  Clinical

 FORMCHECKBOX 
  Health Services
 FORMCHECKBOX 
  Population Health

 
	Research on human subjects that is not diagnostic or therapeutic.

Research on or for the treatment of patients.

Research on how to improve efficiency/effectiveness of health care providers/system.

Research on factors affecting health status.

*Ethical review is NOT required for evaluation/quality improvement studies.

	6.  FH Sites Where Research will be Conducted:  [see FHREB GN #4]

	 FORMCHECKBOX 
 ARHCC    FORMCHECKBOX 
 BH    FORMCHECKBOX 
 CGH    FORMCHECKBOX 
 DH    FORMCHECKBOX 
 ERH    FORMCHECKBOX 
FCH    FORMCHECKBOX 
 LMH    FORMCHECKBOX 
 MMH    FORMCHECKBOX 
 PAH    FORMCHECKBOX 
 RCH    FORMCHECKBOX 
 RMH    FORMCHECKBOX 
 SMH

 FORMCHECKBOX 
Physician’s Private Office    FORMCHECKBOX 
 Community Site(s), please specify:              FORMCHECKBOX 
 Other:      

	7.  Department Agreement for Providing Research-Related Services [DAR] Form

	The DAR Form must be completed for any studies that require access to information or services that are NOT standard of care that are required to complete the study.  Fax to Julie Hadden at 604-587-4665 or email.  For details, refer to http://research.fraserhealth.ca/media/2009%2009%2018%20FH%20DAR%20Approved%20Version.doc

	7a. Is DAR Required?  If YES, indicate the department (s) providing service(s) for this study. 
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	 FORMCHECKBOX 
 Laboratory

 FORMCHECKBOX 
 Health Records

 FORMCHECKBOX 
 Pharmacy
 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 Biomedical Engineering

 FORMCHECKBOX 
 Information Management

 FORMCHECKBOX 
 Patient Care Services
	 FORMCHECKBOX 
 Communicable Diseases

 FORMCHECKBOX 
 Procurement
 FORMCHECKBOX 
 Anatomical Pathology


	 FORMCHECKBOX 
 Decision Support

 FORMCHECKBOX 
 Medical Imaging

 FORMCHECKBOX 
 Surgical Suites

	8.  Funding Information 

	 FORMCHECKBOX 
 Grant Funded     
   FORMCHECKBOX 
 Awarded

   FORMCHECKBOX 
 Pending
	Name of Granting Agency:
	     

	
	Name of Grant Awardee:
	     


	
	Name of Institution Administering Grant:
	      

	
	For studies funded by a grant held by an institution other than FH, please indicate if an agreement between FH and the institution/PI is required. (If unsure, please confirm the need for agreement with the institution holding the grant)
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	
	If Yes,  FORMCHECKBOX 
 Submitted for Review         FORMCHECKBOX 
 Submission Pending 
	
	

	 FORMCHECKBOX 
 Unfunded   Please note if there is any other type of funding not listed here please contact the FHREB office at 604 587-4436 to clarify.

	9. Subject Enrollment for Prospective Research  [see FHREB GN#6.2]

	How many experimental subjects (i.e. excluding controls), will be enrolled in FH?     
	     

	For all applicable studies, how many control/normal subjects will be enrolled in FH?
	     

	 10. Recruitment and Consent Process

	Describe the Fraser Health specific recruitment strategy and the process for obtaining informed consent if different from that listed in UBC RISe application.      


	11. Procedures [see FHREB GN#6.2]
Please indicate which of the following procedures are involved in this study and if they are: Standard Care [SC] or Investigational [I]

	 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Drug administration

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Surgical procedures

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Experimental medical devices

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Imaging procedures (e.g.,X-ray
 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Collection of blood

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Collection of other tissue


	 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Questionnaires
 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Analysis of tissue only

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Analysis of data only

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Individual interview
 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Focus Groups

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Home visits


	 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Video/Audio Recording
 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Secondary use of previously

                       collected data (i.e. health

                       records)

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Database Linkage

 FORMCHECKBOX 
 SC or I  FORMCHECKBOX 
 Collection of prospective data 

 FORMCHECKBOX 
 None of these Methods

	12. Data Security [see FHREB GN #25]

	12a. Will the data collected in this study be sent to a location outside of FH?

If yes, please list information in 18c.
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	12b. Will any personal information [i.e. identifiable data includes personal opinions] be sent outside of FH for linkage with another database?
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	If Yes, contact the FHA Privacy Office to determine if a Privacy Impact Assessment (PIA) Form is required.

	If Yes, explain in detail how the data will be transmitted to and from FH, including provisions for ensuring confidentiality of personal information.

	     

	Name of Organization:
	Address:
	City & Country:

	i.       
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