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Townsville Hospital and Health Service HREC & RGO
Progress / Final Report template

Townsville Hospital and Health Service HREC & RGO 
Progress / Final Report

Delete this page of instructions before submitting the report to the HREC/RGO
Reporting requirements 
There are several reporting requirements regarding monitoring the conduct of research projects until completion, so as to ensure continued compliance with the conditions of HREC approval and the NHMRC National Statement on Ethical Conduct in Human Research (2007) and the Australian Code for the Responsible Conduct of Research. In Section 5.5.5 the National Statement states: At regular periods – reflecting the degree of risk, and at least annually and at the completion of the project – researchers should provide reports to the relevant review body/ies and institution/s.

All multicentre studies where the THHS HREC has approved the study

THHS HREC reporting requirements  
1. The Coordinating Principal Investigator (CPI) emails this report template to the local Principal Investigator(s) to complete the  relevant local site(s) information  
2. The local Principal Investigator(s) at each site completes  the local site information and emails the report back to the  Coordinating Principal Investigator (CPI)
3. The Coordinating Principal Investigator (CPI) compiles a full report, signs the report and emails the signed report to the THHS HREC:  TSV-Ethics-Committee@health.qld.gov.au 
4. Neither a hard copy of the report  nor a cover letter is required

RGO reporting requirements 
1. Once the CPI has received the HREC acknowledgment, the Coordinating Principal Investigator (CPI)  emails  the completed full report and HREC acknowledgment  to each local Principal Investigator  (PI)

2. Each local Principal Investigator signs the report and submits this report in its entirety, and the HREC acknowledgment, to the local RGO. 

3. THHS RGO email details: TSV-RGO@health.qld.gov.au  THHS RGO does not require a hard copy of the report nor a cover letter.

4. For other sites the local Principal Investigator should contact their local RGO for their local RGO report submission requirements.  

All Single site studies where the THHS HREC has approved the study
THHS HREC reporting requirements
1. The Principal Investigator completes and signs the report and emails the report to the THHS  HREC:  TSV-Ethics-Committee@health.qld.gov.au
2.  Neither a hard copy of the report  nor a cover letter is required

 RGO reporting requirements
1. Once the PI has received the HREC acknowledgment, the Principal Investigator submits this report in its entirety, and the HREC acknowledgment to the local RGO.
2. THHS RGO email details: TSV-RGO@health.qld.gov.au THHS RGO does not require a hard copy of the report nor a cover letter.

3. For other sites the Principal Investigator should contact their local RGO for their local RGO report submission requirements.  

Studies conducted at THHS where a HREC other than THHS HREC has approved the study

All studies - THHS RGO reporting requirement 
1. The annual /final report is not required to be submitted to the THHS HREC 

2. The local THHS Principal Investigator should email  to the THHS RGO: TSV-RGO@health.qld.gov.au either:
a. IF THHS site specific details are included in the HREC progress report: The HREC report submitted to the approving HREC signed by the local Principal investigator  and the HREC acknowledgment  OR
b. IF THHS site specific details are not included in the HREC progress report: This report signed by the local Principal Investigator 
3. Neither a hard copy of the report nor a cover letter is required by the THHS RGO. 

	1. PROJECT DATA 

	Study title:
	

	HREC Ref No:
	

	Approving HREC name: 
	

	Coordinating Principal Investigator (CPI) Name: 
	

	HREC expiry date:

	

	Period covered by this report  ____/ ____/ ____   to  ____/ ____/ ____     

	2. STATUS OF PROJECT

	Please indicate the current stage of  the project (National Statement 5.5.5a):

	2.1 
	In progress at all sites under the HREC, identified in Section 1, approval  
	

	2.2 
	In progress at some sites only under  the HREC, identified in Section 1, approval  
	

	2.3
	In progress but closed to recruitment
	

	2.4
	Completed (this is a final report – please include results / publications)
	

	2.5
	*Discontinued / Abandoned
	

	2.6
	*Not yet commenced
	

	2.7
	*On hold
	

	

	*If the study has been discontinued/abandoned; not yet commenced or on hold please provide an explanation:


	

	2.8 
	Site  information  (Add more rows as required):

	Name of site & SSA Reference Number
	Local site PI name

Name one investigator only 
	Commencement date at site (if RGO has not been notified previously)

	Recruitment number to date at site (Or number of medical files accessed)  
	Local site PICF version number and date (if applicable) 

	
	
	
	
	

	
	
	
	
	


	3.  HREC APPROVED DOCUMENTATION

	Provide version number and dates of the below Master HREC approved documents currently in use. Do not submit the documents. Add additional rows if required if more than one Master Participant Information Sheet and Consent Form (PICF)

	3.1
	Protocol
	Version Number: 
	
	Date:
	

	3.2
	Master PICF (if applicable)
	Version Number:
	
	Date:
	

	3.3
	Investigator Brochure (IB) (if applicable)
	Version Number:
	
	Date:
	


	4. CHANGES TO THE APPROVED STUDY

	4.1 Have there been any amendments to the approved study (including changes to the investigator team) since the submission of the last progress report?                                    
	Y / N 
(if N go to Q5)

	If the amendment has not been submitted to the HREC & RGO for review and approval please submit the amendment ASAP to the HREC & RGO with a cover letter stating the amendment details, the rationale for the amendment and justification for the delay in the late submission of the amendment to the HREC and or RGO.  

	5. RECRUITMENT, CONSENT AND WITHDRAWAL

	5.1 Does /did this study involve recruitment of participants? (i.e not collection of data and or samples only under a waiver of consent)
	Y / N 
(if N go to Q6)

	5.2 Have the approved recruitment procedures been followed, including those for consent?           
	Y / N#

	# If no, if not already submitted to the HREC and RGO, please explain why the approved recruitment procedures have not been followed:


	5.3 Have any participants withdrawn (or been requested to withdraw) since the submission of the last progress report?           
	Y# / N

	# If yes, if has not already submitted to the HREC and RGO, please explain the circumstances regarding any withdrawal(s):


	6. COMPLAINTS

	6.1 Have there been any complaints regarding the conduct of the study since the submission of the last progress report?
	Y# / N

	# If yes, if not already submitted to the HREC and RGO, please explain the circumstances surrounding the complaint:


	7. CONFIDENTIALITY

	7.1 Have all records been maintained securely in accordance with the approved protocol?
	Y / N#

	# If no, if not already submitted to the HREC and RGO, please explain why the approved protocol has not been followed:


	8. MANAGEMENT OF RISKS (National Statement 3.3.20 & 3.3.21 and NHMRC Safety monitoring and reporting in clinical trials involving therapeutic goods (November 2016)

	8.1 Have any issues in regards to safety occurred since the submission of the last progress report?       
	Y / N / N/A 

(if N or N/A go to Q9)

	8.2 Have all urgent safety measures including amendments, temporary halt or early termination of the study for safety reasons been submitted to the HREC and RGO?   
	Y /  N#

	8.3 Have all SAE’s been reported to the study sponsor within 24 hours of becoming aware of the event? 
	Y /  N#

	8.4 Have all significant safety issues and SUSARs arising from a site been reported to the relevant local institutional RGO within 72 hours of becoming aware of the event? 
	Y /  N#

	# If no, if not already submitted to the HREC and RGO, please explain why these were not reported in the required timeframe:


	9. SAFETY MONITORING

	9.1 Is a Data Safety Monitoring Committee (DSMC) or independent safety monitoring required for this study?  
	Y / N 
(if N go to Q10)

	9.2 Date of last DSMC or independent safety monitoring meeting
	[insert date]

	9.3 Have the DSMC or independent safety reviewer reports / recommendations been submitted to the HREC & RGO?                                                                                                                                                                                                                                                                                                                                                     
	Y / N / NA (no reports)

	If not submitted previously to the HREC & RGO, please submit the DSMC or independent safety reviewer correspondence to the HREC & RGO  with this progress report

	10. OTHER CONSIDERATIONS

	10.1 Have any concerns arisen from the study that you wish to draw to the HREC & RGO attention? For example barriers and obstacles encountered in the research project, difficulties with recruitment / data collection etc.
	Y# / N

	# If yes, please provide details of  concerns and strategies implemented to overcome concerns :


	11. PROJECT REPORT - ALL STUDIES


	Give a brief statement on progress so far.  (National Statement 1.3d)
Please include:

· summary of findings to date

· details of any publications accepted or in press

· details of any presentations given
· For final report: description on how the results have been disseminated back to the appropriate parties as per the protocol. (  e.g. how findings have been feed back to the community)  


	12. SAFETY REPORT - CLINICAL TRIALS ONLY

	If this is a clinical trial please provide a safety report on: 

· a brief description and analysis of new and relevant findings 

· for Investigational Medicinal Products (IMPs) not on the Australian Register of Therapeutic Goods, a brief analysis of the safety profile of the IMP and its implications for participants taking into account all available safety data and the results of relevant clinical or non-clinical studies 

· a brief discussion of the implications of the safety data to the trial’s risk-benefit ratio 

· a description of any measures taken or proposed to minimise risks 



HREC SUBMISSION: ONLY CPI REQUIRED TO SIGN AND DATE

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.

	
	
	
	
	

	NAME
	
	SIGNATURE
	
	DATE


LOCAL RGO SUBMISSION: ONLY LOCAL PI REQUIRED TO SIGN AND DATE
Declaration by Local Principal Investigator 

I certify that the above project was carried out / is being carried out at this site in accordance with the approved protocol submitted to and approved by the HREC.

	
	
	
	
	

	NAME
	
	SIGNATURE
	
	DATE
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