[bookmark: _GoBack]STUDY AMENDMENT FORM

	AIC IRB Reference No.:
	

	Study Title:
	

	Principal Investigator:
	

	Institution:
	



Check all that apply. Attach the revised documents in Microsoft Word format with the new version number and date in the footer, highlight changes in revised documents.
	
	Revised section(s)
	New version no. & date
	Amendment Category

	☐
	Approved IRB application form
	
	[bookmark: Check1][bookmark: Check2][bookmark: Check3]|_| A.     |_| B.     |_| C.

	☐
	Approved Participant Information Sheet & Consent Form (PIS-CF)
	
	|_| A.     |_| B.     |_| C.

	☐
	Approved List of investigators
	
	|_| A.     |_| B.     |_| C.

	☐
	Other changes (e.g recruitment material, survey form
Please specify:
	
	|_| A.     |_| B.     |_| C.



Category A – Major Amendment: Changes that significantly affects the risk-benefit ratio.
Category B – Minor Amendment: Changes that affect the risk-benefit ratio where the risks are not more than minimal, or where the new procedures added are eligible for expedited review (e.g. Change in study team, study sites)
Category C – Administrative Amendment: Change in address, contacts, translated documents etc.
	IRB Application Form

	Describe changes to the approval IRB application form. Provide reasons for these changes and which part(s) of the approved application form will be amended. Please highlight the changes in the revised document.



	Consent Form

	Describe changes to the approval PIS &CF. Explain which section(s) of the PIS & CF will be amended. Please highlight the changes in the revised document. 





	Declaration of Principal Investigator

	I confirm that the information submitted in the above study amendment request form is true and accurate at the date of submission of this report.

	____________________
	___________

	Principal Investigator’s Signature
	Date

	
	

	Full Name:
	
	Phone: 
	

	Department:
	
	Email:
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