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RGO annual progress report or final report
Submit this report to the approving HREC and site RGO’s on an annual basis (minimum) and at the completion of the project. 
Section 1: Project data
	HREC ref no.:
	HREC /         /     

	
	

	Approving HREC name:
	

	
	

	Project title:
	

	
	

	Reporting period: 
	

	
	

	Coordinating principal investigator (CPI):
	

	
	

	Sponsor of the study (if applicable):  
	

	
	

	Contact person:
	


	
☐ Clinical trial 		☐ Observational study

Section 2: Study status
	In progress:
	☐ Yes     ☐ No  >  If no, please identify sites that are not active:

	
	

	[bookmark: _Hlk227678792]

	
	

	In progress, but closed to recruitment:
	☐ Yes     ☐ No

	
	

	☐ Discontinued/Abandoned          ☐ Not yet commenced          ☐ On hold
If study has been discontinued/abandoned; not yet commenced or on hold, please provide an explanation:

	
	

	

	
	

	☐ Completed at all sites  >  this is a Final Report – please attach list of results/publications.

	
	

	HREC expiry date for study: 
	


Section 3: Management of risks
Have there been any complaints regarding the conduct of the study since approval of the study or last progress report?:
☐ Yes  >  Please provide further details as an attachment.      ☐ No

Section 4: Clinical intervention (including clinical trials)
If study is observational select N/A
Have any serious adverse events in regard to safety occurred since the submission of the last progress report?:
☐ Yes  >  Please provide further details as an attachment     ☐ No

Have all urgent safety measures including amendments, temporary halt or early termination of the study for safety reasons been submitted to the HREC authorising RGO?:
☐ Yes     ☐ No  >  Please provide further details as an attachment    	 ☐ N/A

Have all serious Adverse Events been reported to the study sponsor within 24 hours of becoming aware of the event?:
☐ Yes     ☐ No  >  Please provide further details as an attachment		☐ N/A

Have they been entered into Riskman? Refer to CQHHS National Clinical Trials Governance Framework incident reporting procedure:
☐ Yes    ☐ No  >  Please provide further details as an attachment
	



Have all significant safety issues and suspected unexpected serious adverse reaction (SUSARS) arising from a site been reported to the relevant local institutional RGO within 72 hours of becoming aware of the event?:
☐ Yes     ☐ No  >  Please provide further details as an attachment		☐ N/A

Has safety monitoring occurred?:
☐ Yes (upload evidence)	☐ No


Section 5: Other considerations
Are there sufficient funds to complete the study in the manner as approved by the HREC and authorised by the relevant RGO.
☐ Yes     ☐ No  >  Please provide further details
	



Is all billing currently up to date?
☐ Yes     ☐ No  >  Please provide further details
	



Have any concerns arisen from the study that you with to draw to the HREC and RGO attention? For example, barriers and obstacles encountered in the research project, difficulties with recruitment/data collection
☐ Yes  >  Please provide further details and any recommendations for submission to HREC/RGO	
☐ No	
	





Section 6: Progress to date
For a progress report, please provide a brief statement on progress so far including:
· milestones reached
· summary of findings to date
· details of any publications accepted or in press
· details of any presentations given.
For a final report, please provide a description on how the results have been disseminated back to the appropriate parties as per approved protocol.
	




Declaration by coordinating principal investigator
I certify that the above project was carried out / is being carried out in accordance with the approved protocol submitted to and approved by the HREC.

	Date:
	

	
	

	Signature:
	

	
	

	Date:
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