Progress Report to HREC

[bookmark: Text1][bookmark: _GoBack]Project Title:	     
[bookmark: Text2]HREC Reference Number:	     
[bookmark: Text3]Reporting Period:	     

General

1. What is the anticipated completion date of the project?
[bookmark: Text21]     
2. If your research requires a Working with Children clearance for any of the investigators, are all clearances still current? Researchers without current clearances should not be working directly with minors without supervision.  If this is the case please contact the Ethics Unit immediately. 
[bookmark: Text20]     
3. What mechanisms are in place to monitor the conduct and progress of the research?
[bookmark: Text6]     
4. How have these mechanisms been used to monitor the conduct to date?
[bookmark: Text7]     

Recruitment


5. How many participants were anticipated?
[bookmark: Text8]     
6. How many participants have been recruited to date? If there are multiple sites please list the sites and the number of participants recruited at each site.
[bookmark: Text9]      
7. Are you recruiting the number of participants you originally expected to by this stage of the project?  If not, please explain how the change in the expected number of participants will be addressed.  If this requires a change to the approved protocol (e.g. recruitment process or research design) please submit an amendment request.
[bookmark: Text10]     
8. How many participants have withdrawn in the past 12 months or since the last progress report? Please provide details. If there are multiple sites please list the sites and the number of participants who have withdrawn at each site, with reasons.
[bookmark: Text11]     
Variations


9. The HREC granted ethics approval for your project on the basis of a protocol submitted by you.  A condition of that approval was that any proposed variations to the approved protocol be approved by the HREC prior to implementation.  
In the past 12 months, or since the last progress report, have there been any variations to the protocol/project which have not been approved by the HREC e.g. investigators, project duration, research procedures, information documents, participant care and feedback, data storage location or access rights? If so, please list the variations here and complete an amendment request for the Committee to review and upload any related documents.
[bookmark: Text12]     
Adverse events/complaints


10. In the past 12 months, or since the last progress report, have any participants encountered adverse events while participating in this project (e.g. distress, side-effects of drugs, Serious Adverse Events or Suspected Unexpected Serious Adverse Reactions)?  If so, have these events & any follow up action been reported to the HREC?
If any events have not been reported please complete an adverse event report and upload any associated documents (via the Documents tab) and explain: 
· The number of participants affected.
· Why the events were not reported. 
· Whether these adverse events were identified in the Participant Information Sheet/s as potential risks.
· What action has been taken in response to these adverse events, including whether participants received appropriate follow-up or treatment when indicated? (e.g. debriefing, or in the case of abnormal clinical findings, distress or anxiety). If not, please explain why not.
[bookmark: Text13]     
11. In the past 12 months, or since the last progress report, have there been any unforeseen incidents or complaints (e.g. perceived interference with privacy)? If so, have these events & any follow up action been reported to the HREC?
If any events have not been reported, please explain: 
· What occurred
· What action has been taken in response to the incident/s
[bookmark: Text14]     
Clinical Trials only


12. Has a Data Safety Monitoring Board (DSMB) been constituted?
[bookmark: Text15]     
13. Is the DSMB independent of the sponsor?
[bookmark: Text16]     
14. How many times has the DSMB met?
[bookmark: Text17]     
15. If a report has not already been submitted to the HREC, please describe the key outcomes of the meetings held in the last 12 months or since the last progress report, and/or attach all reports issued in this period (upload via the Documents tab).
[bookmark: Text18]     
16. Have you provided the relevant governance unit with a copy of the current insurance certificate for the project?  If not, please obtain a current copy of the insurance certificate from the sponsor and forward it to the site Research Governance Officer/Unit as soon as possible. If there is not a dedicated Research Governance Unit monitoring the site/s, the certificate should be provided to the HREC. 
[bookmark: Text19]     
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