ALFRED HOSPITAL ETHICS COMMITTEE

Request for Approval of Amendments

· Please email this form and all attachments, with changes tracked, to research@alfred.org.au with the Alfred project number included in the subject line. 
· If the email is not sent from the principal researcher’s email address, the principal researcher’s electronic signature must be inserted.

· We do not require any hard copies.
	Alfred Project No:
	

	Project Title:
	

	Principal Researcher:
	


	What changes have occurred or are intended? 

(These could include changes in procedure or direction of the project, changes in the source or manner of recruitment, or changes in the number of participants)
	

	Versions and dates

Please list the name, version number and date of every document you would like reviewed.

NB: If the document is not attached to your email and not listed here, it will not appear on your approval certificate.
	e.g. Protocol Version 1.3 dated 13-Nov-2011



	Please explain the reason/s for these changes


	

	Do you believe these changes raise any ethical issues?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	
	If Yes, please identify any ethical issues:



	Have you attached the most recently approved ethics application with all changes tracked or highlighted, including the protocol if relevant, to which these amendments refer, and/or summaries of changes to the protocol?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Do you believe the PICF needs to be changed?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If Yes, have you attached an amended version with all changes tracked or highlighted?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



FEES
Ethics Committee review fees may be charged for certain categories of amendment applications.
· Did the researchers initiate this amendment?  



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, there is no fee.
If No, please indicate the category of your amendment application. Fees are exclusive of GST.

Commercially funded and initiated clinical trials ($650) 


 FORMCHECKBOX 

Commercially funded and initiated extension studies ($650)

 FORMCHECKBOX 

Investigator-initiated, commercially funded clinical trials ($300)

 FORMCHECKBOX 

Not-for-profit externally initiated studies   (No fee)


 FORMCHECKBOX 

Commercially sponsored studies under the streamlining of ethical 
 FORMCHECKBOX 

review of multicentre clinical trials program (both reviewing and 



participating sites) ($650)

Collaborative group studies under the streamlining of ethical review 
 FORMCHECKBOX 

of multicentre clinical trials program (both reviewing and participating 

sites ($300)

Project contact person
Name:
Phone:

Email for correspondence:

Invoicing contact person

Please provide contact details of the sponsor, collaborative group or department for invoicing purposes, if applicable

	Name:
Position:

Company name:

Full postal address:

Email:
Invoices will be sent directly to the sponsor, collaborative group or department by The Alfred.


Principal Researcher’s Signature:





Date:
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