NOTIFICATION OF REVISIONS, AMENDMENTS, REVISED  BROCHURES TO AN APPROVED PROTOCOL

FORM 3-F-004 Western Non-Medical Research Ethics Board (NMREB) Revised 12-02-22

	WESTERN ETHICS NUMBER
	

	PRINCIPAL INVESTIGATOR (For student must be Faculty Member)
	

	PROJECT TITLE
	

	Signature of Principal Investigator:


	Date:


	1.
	Do the proposed changes alter the information contained in the Western protocol submission, Letters of Information and Consent documentation or affect local participants?
	YES
	

	
	
	NO
	


	2..
	SUMMARY OF CHANGES IN THIS REQUEST FOR A REVISION
	(
IF YES
	IF YES TO ANY ITEM IN THIS CHART, PROVIDE ADDITIONAL INFORMATION ON A SEPARATE SHEET AND/OR DOCUMENTATION AS NOTED BELOW. 

 (Put Ethics # on each additional page)

	Study design or methods?
	
	Provide detailed explanation/rationale for changes. Revising the Western protocol form as appropriate.

	Information/Consent documentation?
	
	Provide copy of revised documentation with changes underlined, italicized or grey-shaded.  Do not use coloured marker unless you are prepared to highlight each copy.

	Study instruments, questionnaires etc?
	
	Provide copy of revised or additional questionnaires, instruments etc.

	Number of study participants? 
	
	Provide detailed explanation/rationale for changes.  Address statistical issues if appropriate.

	Participant recruitment?
	
	

	Eligible subjects?
	
	

	Study end date?
	
	Provide revised date and detailed explanation/rationale for change.

	Administrative changes?
	
	Summarize changes and revise Western documentation as appropriate.  

	Principal and/or 

Co-Investigators?


	
	If PI changing, include letter signed by both PI who is stepping down and the new PI indicating they both agree to the change and that the new PI is prepared to take over all responsibility for the study.

	Other
	
	Provide a complete description.
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