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[Enter your dept details here for return of correspondence]

Notification of Change to Protocol

PROJECT  NUMBER:


PROJECT TITLE:


	Invoice?
	
	No
	N/A
	Attached
	Created
	Debtors No
	

	
	
	
	
	
	
	Ref No
	


	Expedited Ethical review application?  
	Yes/No


NOTIFICATION OF:

Amendment no# Dated dd/mm/yyyy

	1.
	APPLICATION TO MODIFY REAC APPROVED PROTOCOL/ TRIAL   DOCUMENTS (please outline the changes to be made and provide reasons for these changes explaining how they differ from the approved document/s)


	2.
	APPLICATION  TO  AMEND INVESTIGATOR/TRIAL STAFF DETAILS (Please state why the changes are being made, attach the relevant pages of Module One, including signatures and current Curriculum Vitae/s if applicable )


Participant Information and Consent Form


	Current approved version:
	

	Version to be used with this amendment: 
	


If a change to the above, please attach amended version  bolding or underlining  the amendment sections 

	PRINCIPAL  INVESTIGATOR
	TRIAL COORDINATOR

	Name: …………………………………………

Signature:…………………………………….

Date
	Name: ……………………………………….

Signature:…………………………………….

Date


Received by the Research and Ethics Advisory Committee on ………………

The decision is 
(
Full approval 
(
Not approved


(
Pending further information 
(
Letter attached

Name: 


Signature: 


1.40
Declaration by Head of Supporting Department 

This form is to be completed by the Head of any Department that is providing support or services to the research project, but which does not have any member(s) on the research team.  Please duplicate if more than one department is providing support.

	Project Title:  

Principal Researcher: 


I have discussed this project with the Principal Researcher and have seen the application and protocol. I am (tick whichever applies)

 FORMCHECKBOX 

able to perform the investigations/services indicated, within the present resources of the Department;

 FORMCHECKBOX 

able to perform the investigations/services indicated, if the following financial assistance is provided:

	


 FORMCHECKBOX 

unable to undertake the investigations/services indicated, on the following grounds:

	


Name: ……………………………………………………………….

Signature: ………………………………………………..


Date:

Head of the Department of …………………………………………………
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