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[bookmark: Text343]CI NSW Study Reference Number:      	

[bookmark: Text342]Au RED Study Reference Number:       

Please tick which Human Research Ethics Committee (HREC) this report is being submitted to? 
[bookmark: Check28]|_| Clinical Research Ethics Committee (CREC)
[bookmark: Check29]|_| NSW Population Health Services Research Ethics Committee (NSW PHSREC)
	
1. Title of the Project

	     



[bookmark: Check1][bookmark: Check2]Has the title of this project been changed?			|_|  Yes		|_|  No

If yes, please indicate the new project title
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2. Date of Approval by HREC

When was this project given approval by the HREC?

	[bookmark: Text339][bookmark: Text340][bookmark: Text341]      /       /      



3. Coordinating / Principal Investigator

	Title (eg Prof/Dr/Mr/Ms/Mrs)
	First Name
	Surname

	[bookmark: Text309]     
	[bookmark: Text334]     
	[bookmark: Text335]     


	
	Institution (include school/faculty if applicable) / Organisation
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	Telephone (Business Hours)
	Facsimile
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	Email
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Have there been any changes to the identity or contact details for the Coordinating / Principal 
Investigator?							|_|  Yes		|_|  No

If yes, please submit a Notification of change in personnel form (if you have not already done so) and provide the name of the previous Coordinating / Principal Investigator below.
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4. Changes to Research Team	

Have there been any changes to the research team?		|_| Yes		  |_|   No

If yes, please provide details below
	Title (eg Prof/Dr/Mr/Ms/Mrs)                           
	First Name
	Surname
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5. Single site / Multi-site study

[bookmark: Check30][bookmark: Check31]Is the study: |_| Multi-site (within NSW) or |_| Single site?



6. Status of the Project

Please indicate the statement which applies to your project currently.

[bookmark: Check17]In Progress:			|_|

In Progress:
[bookmark: Check18](Extension required)	|_|

[bookmark: Check19]Completed:			|_|

[bookmark: Check20]Suspended			|_|

[bookmark: Check21]Abandoned			|_|

[bookmark: Check22]Not Commenced:		|_|

7. Amendments to Approved Protocol

Have there been any amendments/changes to the approved protocol?	|_| Yes		  |_|   No

If yes, please provide details (including date of approval by the HREC).
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8. Clinical Trials

[bookmark: Text346]Provide the trial registration number:      

[bookmark: Text348]Provide the lead site actual trial start date:      

[bookmark: Text347]Indicate the total number of participants recruited to date:      

[bookmark: Text344]Indicate the total number of participants currently participating:      

[bookmark: Text345]Indicate the total number of participants who have withdrawn from the trial to date:      

Have there been any Protocol deviations reported to the HREC: 		|_| Yes		  |_|   No

If yes, please provide details (including date of notification to the HREC).
	      



9. Serious Adverse Events / Complaints

Have there been any serious adverse events / complaints during the project, which may compromise the ethical approval of this project? 						|_| Yes		  |_|   No

If yes, please provide a description of the event(s) / complaints. Were these from participants who withdrew from the trial?
	[bookmark: Text321]      



Were these adverse events / complaints reported to the Cancer Institute HREC, or another HREC?
			
[bookmark: Check11][bookmark: Check12][bookmark: Check34][bookmark: Check27]|_| Yes, CREC	 |_| Yes, NSW PHSREC	    |_|  Yes, another HREC (list name of HREC below)   |_| No
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[bookmark: Check25][bookmark: Check26]Do you believe the ethical acceptability of the project has been affected by any serious adverse events / complaints?								|_| Yes		|_| No

If yes, please provide details.
	      




10. Duration

[bookmark: Check13][bookmark: Check14]Do you require an extension to your expected completion date?		|_| Yes		|_| No

If yes, please provide your new expected completion date and reason for extension.
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11. Report on Progress

Please provide a summary (approximately half a page) on the current status of the project.

	[bookmark: Text331]     



12. Data Management

Are your current data handling and storage procedures in accordance with Chapter 5.5.5 of the NHMRC National Statement on Ethical Conduct in Human Research (2007)?	|_| Yes		|_| No

If no, in what way do your procedures vary?
	[bookmark: Text332]     



Please describe your current medium of data storage (Paper / Computer / Microfiche / Other).

	[bookmark: Text333]     



Declaration

I certify that the conduct of this project was carried out / is being carried out (delete which is not applicable) in accordance with the Cancer Institute NSW Human Research Ethics Committee’s original approval guidelines.

I certify that the conduct of this project was carried out / is being carried out (delete which is not applicable) in accordance with the NHMRC’s National Statement on Ethical Conduct in Human Research (2007), and the relevant State and Federal legislation/regulations.

[bookmark: Check15][bookmark: Check16]I believe ethical issues have arisen during this reporting period that should be referred to the relevant Cancer Institute NSW Human Research Ethics Committee.				|_| Yes		|_| No


[bookmark: Text323]Name: 		     
	
[bookmark: Text324]Position:	     

Signature (Coordinating / Principal Investigator):	_____________________________________

[bookmark: Text325][bookmark: Text326][bookmark: Text327]Date:		      /       /      	 	 



	
CREC reports: Provide 1 soft copy (via email) and 1 hard copy (with an original signature).

PHSREC reports: Provide 1 soft copy (via email) and 8 hard copies (7 copies and 1 with an original signature).

Via Email:	 ethics@cancerinstitute.org.au 

Via Post: 	Ethics Coordinator, Cancer Institute NSW, PO Box 41, Alexandria, 
NSW 1435	

In Person:	Cancer Institute NSW, Australian Technology Park, Level 9, 8 Central
                          Avenue, Eveleigh, NSW 2015
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