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Protocol Amendment Application and Supplementary Information Report Form

Important Notes: Principal Investigator who wishes to seek approval for amendment from Joint CUHK-NTEC Clinical Ethics Review Committee or furnish supplementary information to CREC can do so by duly completing this Form. 3 sets of this Amendment Form accompanied by amended/ supplementary documents such as Investigators’ Brochure, protocol amendment, new advertisement and/ or other relevant materials must be submitted to the Joint CUHK-NTEC Clinical Research Ethics Committee at Flat 3C, Block B, Staff Quarters, Prince of Wales Hospital.
Please note that should the CREC panel member(s) consider it necessary to review the requested amendment as Full Review, then the Principle Investigator will be asked to send 12 more copies to CREC Office. 
Background Information
	Study title
	

	
	

	CRE no.
	
	
	Study Start Date 
	

	Protocol no. (if applicable)
	
	
	Anticipated End Date
	

	Name of Principal Investigator 
	
	
	Sponsor
	

	E-mail of Principal Investigator
	


Proposed Amendments (append new document with track changes)
	Current Condition (indicate source document & location)
	Amendment
	Proposed by
	Reason(s) for Change(s)
	Will Change Increase Risk to Participants?

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Reported by
	Name
	Signature
	Date

	
	
	
	


For CREC Office Use 

CREC Ref. No. : CRE-_______________________

Comments by members (Please put a ( in the appropriate box and make comments as necessary)

1. Recommendation  :  □ Approve                    □ Not Approve
2. Comments if any  :  ________________________________________________________________________________________________________

                                    _________________________________________________________________________________________________________

Name of member: ________________________________________            Signed: _________________________________________
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