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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services

#400, 13450 102nd Avenue, Surrey, BC  V3T 0H1

Phone:  604.587.4436  Fax:  604.930.5425


PROTOCOL DEVIATION REPORT FORM 
THIS FORM IS TO BE USED FOR SUBMISSION OF ANY PROTOCOL DEVIATIONS THAT OCCUR AT THE LOCAL CLINICAL TRIAL SITE.  PLEASE SUBMIT THIS COMPLETED FORM IN DUPLICATE.  ONLY 1 COPY OF ANY ATTACHMENTS IS REQUIRED AND ENSURE IT IS TYPE WRITTEN.
Refer to the FRASER HEALTH RESEARCH ETHICS BOARD (FHREB) Guidance Notes 
For Protocol Deviations 
http://www.fraserhealth.ca/health-professionals/research-and-evaluation/resources/forms-guidance-notes-templates/forms-guidance-notes-templates
	FHREB No.:      

	Study Name:       

	Principal Investigator:      

	Please include the following information described below and attach additional pages as necessary.   

	· describe the deviation that occurred with an explanation of the circumstances that lead to the deviation and the resulting problem; 

· explain how the deviation did/did not compromise the scientific integrity of the study;

· explain how the deviation did/did not increase the risk or the possibility of risk for the research subject;

· describe steps taken or that will be taken to correct/address the problem resulting from the deviation, and;

· describe a plan for ensuring that a similar deviation does not occur in the future. 

	     



REB #:       

     
SIGNATURE OF PRINCIPAL/CO-INVESTIGATOR            

PRINTED NAME

     
     
HOSPITAL/FACILITY & DEPARTMENT



DATE


     
SIGNATURE OF STUDY COORDINATOR/MANAGER                              PRINTED NAME

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

_____

The protocol deviation is acknowledged.   No further Investigator action is required.
_____
The information included does not fulfil the FHREB requirements; a letter to the principal investigator will


 
Follow. 
_____
The protocol deviation requires review by the full FHREB.
_____
Other action is required; a letter will follow.

Dr. S. PEARCE or Delegate






DATE OF SIGNATURE

(signature of FHREB co-Chair)
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