NOTIFICATION OF REVISIONS or ADDITIONS TO AN APPROVED PROTOCOL

King’s University College ~ Research Ethics Review Committee

	ORIGINAL APPROVAL DATE
	

	LOCAL PRINCIPAL INVESTIGATOR
	

	PROJECT TITLE
	

	Signature of Principal Investigator:

You are required to type your name and date below to represent your signature on this notification of revisions or additions to an approved protocol.
Signature

Date




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

	
	
	NO
	


	2.
	SUMMARY OF CHANGES IN THIS REVISION
	(
IF YES
	Provide an explanation or documentation of any item checked below on a separate sheet.   (paper and e-copy please)

	a)  Study design or methods
	
	Provide rationale for changes. Revise the original ethics protocol form as appropriate with changes grey-shaded

	b)  Information/ Consent
     documentation
	
	Submit revised documentation with changes grey-shaded. 

	c)  Study instruments, questions
	
	Submit revised or additional instruments with changes grey-shaded.

	d)  Number of study participants 
	
	Provide rationale for changes.

	e)  Participant recruitment
	
	

	f)  Eligible subjects
	
	

	g)  Study end date
	
	Provide revised date and explanation for change.

	h)  Administrative changes
	
	Explain changes and revise original ethics protocol form with changes grey-shaded. 

	i)  Principal and/or 
    Co-Investigators

	
	Explain reason for change(s) in a letter signed by the PI and all relevant parties who are leaving or starting on the project. Specify consent to change(s) and full responsibility of new PI / co-investigators. 

	f)  Other changes.
	
	Provide a complete description.






PLEASE LEAVE THIS SPACE BLANK.
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