SOUTH EASTERN SYDNEY LOCAL HEALTH DISTRICT
Human Research Ethics Committee (HREC)

AMENDMENT FORM
	INSTRUCTIONS

Return only 1 x signed electronic copy of this form to:
SESLHD-RSO@health.nsw.gov.au
· All sections of this form must be completed; incomplete submissions will be returned.
· Provide all amended documents in both tracked changes format and a clean copy.
· Include the version number, date and page number (e.g. Page 1 of 2) in the footer of all documents.
· Submit 1 x electronic copy only of all documents to 
SESLHD-RSO@health.nsw.gov.au
· Requests for approval of updated IBs must be submitted on the IB Amendment Form 


	HREC ref no
	

	Project title
	

	Principal investigator
	

	Contact person
	

	Institution/department
	

	Postal address
	

	Phone
	

	Email
	


1. Indicate how participants are currently involved: 

 Recruitment    Treatment    Follow-up    Other: _____________________

2. Documents 
Please list the documents (and their version number) you are submitting. 
	eg ABC Protocol, Version 2, dated 22 September 2010



3. Description of the amendment 
	eg Protocol amendment, changes to Participant Information Sheet and Consent Form, changes to the conduct of the project  



4. Reason for the amendment
	


5. Ethical implications of the amendment
	


6. Does this amendment require changes to the Participant Information Sheet and Consent Form(s)?         


Yes  FORMCHECKBOX 

   No  FORMCHECKBOX 

If yes, please submit the revised documents as listed at Q1 above. 
7. Does this amendment require changes to the:

· Clinical Trial Agreement?


Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 

· Clinical Trial Notification Scheme form?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A  FORMCHECKBOX 

8. Is this project sponsored? 



Yes  FORMCHECKBOX 

   No  FORMCHECKBOX 

Industry sponsored projects incur a fee of $550 in accordance with NSW Health Policy PD2008_030: http://www.health.nsw.gov.au/policies/pd/2008/pdf/PD2008_030.pdf 

Invoicing details
	Company
	

	Contact person
	

	Phone
	

	Email
	

	Postal address
	


DECLARATION 
I agree that the above information is accurate, and that the project will continue in accordance with the HREC approved protocol and any approved amendments.

	
	
	
	
	

	Name
	
	Signature
	
	Date 
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