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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


	AMENDMENT OF PREVIOUSLY APPROVED RESEARCH STUDIES FORM



	THIS FORM IS TO BE USED FOR AMENDMENT OF PROTOCOLS, CONSENTS, INVESTIGATORS’ BROCHURES AND SUBMISSION OF ANY PREVIOUSLY APPROVED MATERIAL WHICH HAS BEEN REVISED.  AS WELL AS NEW MATERIAL BEING PROVIDED TO THE SUBJECT ONCE THE STUDY HAS RECEIVED THE CERTIFICATE OF FHREB INITIAL APPROVAL.
Refer to the FHREB Guidance Notes For Request For Amendment Of A Previously Approved Research Study at:  
http://research.fraserhealth.ca/approvals_%26_ethics/forms_and_guidance_notes/


	FHREB No.:  
	     

	Study Title:

	     

	Name of Principal Investigator:  
	     

	Please include the following information as applicable for amended documents: Use Year/Month/Day

	
	Protocol
	Consent
	Investigator Brochure

	Original:
(Approved on the Certificate of Initial Ethical Approval)
	     
	     
	     

	
	Version No. / Date
	Version No. / Date
	Version No. / Date

	Previously Approved
(Approved on the last Amendment Certificate of Approval)
	     
	     
	     

	
	Version No. / Date
	Version No. / Date
	Version No. / Date

	Current Submission
(Provide the Version and Date for the current submission)
	     
	     
	     

	
	Version No. / Date
	Version No. / Date
	Version No. / Date

	Other amended documents included in this Amendment Request:  (Please include version #s & dates)

	     

	Re: Clinical Trial Amendments:  Health Canada requires Full Board review for the types of amendments specified below.  Please indicate which type of amendment is being submitted for Full Board review. 

 FORMCHECKBOX 
  Addition of genetic testing, new genetic tests or tissue banking where genetic testing may or will be performed; 

 FORMCHECKBOX 
  Addition of an open-label extension phase following a randomized trial; 

 FORMCHECKBOX 
  Emergency Amendments that arise because of subject safety concerns and that are submitted after 

      implementation as a result, and; 

 FORMCHECKBOX 
 Significant changes to the protocol that may affect subject safety and may include a (but are not limited to): 

 FORMCHECKBOX 
 Change in drug dosing/duration of exposure, 

 FORMCHECKBOX 
 Decrease in monitoring, 

 FORMCHECKBOX 
 Change in recruitment technique that may affect confidentiality or the perception of coercion, 

 FORMCHECKBOX 
 Change in experimental procedure or study population. 
Please submit Two (2) Copies of this application form and amended documents for any amendments submitted for Full Board review.  An electronic copy of the application form, documents submitted and consent form(s) is required.  All approved consent form(s) will be electronically stamped with the REB approval date and returned with the amendment approval certificate.


REB #:       

	Re:  Other Amendments:  Describe the changes to the study [including consent form revisions] for which approval is being sought.   Note that amendments submitted for Delegated Review may be submitted by email to julie.hadden@fraserhealth.ca
An electronic copy of the consent form(s) is required.  All approved consent form(s) will be electronically stamped with the REB approval date and returned with the amendment approval certificate.

	     

	Does the amendment require revision to the presently approved consent form?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If Yes, include the amended consent form and specify that the amended form will be used to recruit new subjects.

	Will already enrolled subjects be formally re-consented using the revised consent form?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If No, describe how this information will be provided to the subjects, e.g. documentation of information provided to subject.

	     

	
	     

	SIGNATURE OF PRINCIPAL/CO-INVESTIGATOR
	PRINTED NAME

	     
	     

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

	
	     

	SIGNATURE OF STUDY COORDINATOR/MANAGER (If Applicable)
	PRINTED NAME


FOR THE FRASER HEALTH RESEARCH ETHICS BOARD USE ONLY:
I have reviewed the above-noted amendment to this research study.  The correct response is indicated below:
_____The amendment is given an DELEGATED or FULL BOARD APPROVAL; the changes do not modify the prior approval of this project.  No further Investigator action is required.
_____The amendment or revision does not fulfil the FHREB requested changes; a request for modification will be issued

_____The amendment or revision 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)

Amendment Form – Version 10:  2011 June 23


2/2

