
South Western Sydney Local Health District 

Human Research Ethics Committee (HREC)

ANNUAL/FINAL PROGRESS REPORT

· Ethical approval is granted for 5 years from the date of the initial approval letter provided an annual report is submitted each year and the HREC Executive Committee agrees that progress is satisfactory.
· Requests for extensions beyond 5 years will require a resubmission. 

	HREC Reference Number
	

	Local Project Number
	

	Clinical Trial Registration Number (if applicable)
	

	Project title
	

	Date authorisation to commence was received 
	

	Date project commenced
	

	Principal investigator
	

	Contact person
	

	Institution/department
	

	Postal address
	

	Phone
	

	Fax
	

	Email
	


	1. 
	STATUS OF PROJECT 
Please tick the appropriate box by double-clicking and complete the relevant section.

	a)
	Complete  FORMCHECKBOX 

A project is considered complete when participant recruitment and follow-up is finished; and in the case of sponsored studies, when the database has been locked. 

Can the Research Office file be closed and archived?
	Date project completed (dd/mm/yy):  __/__/__
Please attach a 1-page report including hypothesis, participant numbers, results, final outcomes and any resulting publications. 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	b)
	In progress  FORMCHECKBOX 

	Please attach a 1-page report on progress to date including hypothesis, participant numbers, results to date and any resulting publications.  

	c)
	Not yet commenced  FORMCHECKBOX 

	Please give a statement of explanation. 


	d)
	Abandoned/discontinued  FORMCHECKBOX 

	Date project abandoned (dd/mm/yy): __ / __ / __ 

Please give a statement of explanation. 




	2. 
	PARTICIPANTS 

	a)
	Number of participants expected (total for all sites)
	

	b)
	Number of participants currently entered 
	

	c)
	Number of participants withdrawn/dropped out 
	

	
	Reasons for withdrawal/dropout: 


	d)
	Have any protocol deviations or amendments been reported to the HREC?
	

	
	If yes, please state how safety concerns were managed. 



	3. 
	COMPLIANCE 

	a)
	Has the project been conducted in accordance with the NHMRC National Statement on Ethical Conduct in Human Research (2007)?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If no, please explain why:


	b)
	Has the project been conducted in accordance with the approved protocol?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If no, please explain why permission to amend the protocol was not sought from the HREC and attach any relevant documentation or supporting statements.



	4. 
	ADVERSE EVENTS

	a)
	Have there been any Suspected Unexpected Serious Adverse Reactions (SUSARs) or Serious Adverse Events (SAEs) which impact the project and require action? 
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, have these been reported to the SWSLHD HREC in accordance with the Adverse Event Reporting Guidelines (available from the Research Support Office)?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If no, please explain why. 


	b)
	In accordance with the Adverse Event Reporting Guidelines, summary reports of Serious Adverse Events must be provided to the HREC with this Annual Progress Report. 

Please attach a listing using the table at the end of this report. 


	5.
	CONFIDENTIALITY AND STORAGE OF DATA

	a)
	Please describe measures taken to ensure the security of the data collected during the project.



	6.
	PERSONNEL

	a)
	Has any change in project personnel occurred in the last 12 months? 
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, please describe these changes. Please note, all personnel must be added prior to their commencement at the site. For more information on adding investigators click in http://www.sswahs.nsw.gov.au/swslhd/ethics/forms.html)


	b)
	Have these changes previously been reported to the HREC?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



	7.
	OTHER 

	a)
	Have there been any unforeseen events that might affect continued ethical acceptability of the project?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, please describe these events.


	b)
	Have there been any publications as a result of this project?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, please list full reference information (include conference presentations, abstracts, journal articles)



	8.
	AUTHORISATION BY COORDINATI NG PRINCIPAL INVESTIGATOR 
(Please note all Progress Reports must be authorised by the Coordinating Principal Investigator)

	
	Print name
	

	
	Signature
	

	
	Date (dd/mm/yy)
	


Please delete this page if it is not required and there are no adverse events to report. 

Adverse event reporting
Please refer to the SWSLHD HREC Adverse Event Reporting Guidelines 

	Report no & date (initial/follow-up)
	Serious Adverse Event Summary 
	SWSLHD participant? 

Yes / No 
	Related to project drug?

Yes / No / Possibly / Unknown

(SWSLHD Investigator opinion)

	
	
	
	

	
	
	
	

	
	
	
	


(Add rows as necessary)
	a)
	Do these reports reflect a trend in Serious Adverse events for this trial?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, provide comments. 


	b)
	In your opinion do any of these reports require further action (eg change to protocol, Participant Information Statement and Consent Forms)?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	
	If yes, please provide comments. 




	c)
	AUTHORISATION BY PRINCIPAL INVESTIGATOR 

	
	Print name:
	
	Date:
	

	
	Signature:
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