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PROGRESS REPORT FORM

Mater Health Services
Human Research Ethics Committee
Reporting Requirements
The Mater Health Services Human Research Ethics Committee (MHS HREC) is required to monitor the conduct of research projects until completion so as to ensure continued compliance with the conditions of approval and with the NHMRC National Statement on Ethical Conduct in Human Research (2007):

As a minimum an HREC must require at regular periods, at least annually, reports from principal researchers on matters including:

(a) Progress to date or outcome in the case of completed research.
(b) Maintenance and security of records.
(c) Compliance with the approved protocol.
(d) Compliance with any conditions of approval.

The form should be signed by the Principal Investigator and returned to the Mater Research Ethics Secretariat.  Please note that failure to submit this form may result in the suspension of approval for the project.
PROJECT DATA
	Principal Investigator: 

	Co-Investigators:

	


	Title of Project:

	

	 Period Covered  ____/ ____/ ____   to  ____/ ____/ ____     The 12 month period covered by this report

	Please note that approval was granted for the duration of the project or THREE YEARS, whichever is earlier.  If the duration of the project will exceed three years, please write to the Committee to apply for an extension.

	Have any additional investigators been included on the project?                                  

 YES (                NO (

	If yes, please give further details:




1. STATUS OF PROJECT

	Please indicate whether the project is:

In progress (this includes the participant recruitment stage):
(
Closed to recruitment:                                                                                                                                                   

Completed (Requires completion of HREC Final Report):
(
Discontinued (Requires completion of HREC Final Report):
(
Not yet commenced:
(
On hold (please explain the reason):
(


_______________________________________________________________________

______________________________________________________________________________________________________________________________________________
	(
(
(
(
(
(


2. CHANGES TO THE APPROVED PROTOCOL

Have you made any amendments to the protocol since approval was granted?   

YES (           NO (

Have these amendments been approved by the Mater Health Services HREC or other HREC for multi-centre studies?                                                                                                                
YES  (          NO   (
If no, please clarify:

	


3. MANAGEMENT OF RISKS

Have any adverse events occurred?                                                                          


YES  (        NO  (
How many? ​_____
In what Country/City did these events occur? ________________________________________
Please include a brief description & indicate whether they could be attributed to the conduct of the research protocol:
	


Were all serious adverse or unexpected events reported to the MHS HREC within 24 hours?  

YES  (      NO (
If no, please clarify:

	


4. SAFETY MONITORING 

	Is a Data Safety Monitoring Committee (DSMC) or independent safety monitoring required for this study?  
YES  (     NO  (



	Has the start-up meeting been held?                                                                                                                YES  (    NO  (
If yes: Date of Meeting ____________    Please provide the HREC with a copy of the SOP.

	How many additional open meetings have been held since the previous progress report? ______

	Has the DSMC or independent safety reviewer issued any correspondence of which the HREC should be informed?    
 YES  (     NO  (
 Please provide the HREC with this correspondence if not already done so.                                                                                           


5.  RECRUITMENT AND CONSENT
	Have the approved recruitment procedures been followed, including those for consent?              YES  (        NO  (

	Was the purpose of the study explained to the prospective participants?                                       YES  (        NO  (

	Were the prospective participants given Information Sheets before consenting?                           YES  (        NO  (

	Were participants given time to consider the study prior to giving Informed Consent?                   YES  (        NO  (


Have any participants withdrawn (or been requested to withdraw) from this research project?            

YES  (       NO   (
If yes, please clarify:

	


Have there been any complaints or unfavourable comments from research participants?               

 YES  (        NO  (
If yes, please clarify:

	


6. CONFIDENTIALITY

Have all records been maintained securely in accordance with the approved protocol?
               YES  (        NO  (
If no, please clarify:

	


7.  FUNDING
Is the project running to budget?                On budget   (        Over budget  (        Under budget  (
If there have been any changes to the funding for the research project, or impact on other resources, please notify the Research Governance Officer.

8. PUBLICATIONS
Please list any published paper, or presentations of papers relating to this project:
	


9. OTHER ETHICAL CONSIDERATIONS

Have any other ethical concerns arisen from the study that you wish to draw to the Committee's attention?
 YES  (        NO  (
If yes, please provide details:
	


10.  REPORT ON THE PROJECT
If applicable, please attach a copy of any reports, or articles, on this project (as required by granting agencies, for example).

Number of Mater participants expected to be recruited to the study: ​​______.


Number of Mater participants actually recruited to the study: ______.


11. DECLARATION BY PRINCIPAL INVESTIGATOR
I certify that the above project was carried out / is being carried out in accordance with the original protocol 
submitted to the Mater Health Services HREC.

Signature:
__________________________________________

​​​​​​​​​​​​_______________




            Principal Investigator



               Date
Print name:
__________________________________________

· Please be aware that all study procedures including follow up of participants and data analysis should be completed within the approval time frame or an extension should be requested. 

· Annual progress reports are required until site study close out. 

A final progress report should be submitted with the notification to the HREC of site study close out.
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