Final Report to HREC
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[bookmark: Text20]Reporting Period:	     

Recruitment

1. How many participants were anticipated?
[bookmark: Text21]     
2. How many participants have been recruited in total? 
[bookmark: Text2]     
3. How many participants have been recruited in the past 12 months or since the last progress report? If there are multiple sites please list the sites and the number of participants recruited at each site.
[bookmark: Text22]     
4. How many participants have withdrawn in the past 12 months or since the last progress report?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 If there are multiple sites please list the sites and the number of participants who have withdrawn at each site, with reasons.
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Adverse events/complaints

5. 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 and 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: Text24]     
6. In the past 12 months, or since the last progress report, have there been any unforeseen incidents (e.g. perceived interference with privacy) or complaints? If so, have these events and 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: Text25]     

Variations

7. 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. to investigators, project duration, research procedures, or participant care and feedback? If so, please provide brief details of the variations and the reasons for them.  
[bookmark: Text26]     
8. Have there been any changes to the way in which records and data are being maintained that have not been approved by the HREC e.g. location, period of retention, access rights?  If so, please provide details. 
[bookmark: Text27]     

Clinical trials only

9. If this is a CTN or CTX trial, have unused drugs been collected from participants?
[bookmark: Text28]     
10. Was a Data Safety Monitoring Board constituted? If so, how many times did the DSMB meet? 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 and/or attach a report (upload via the Documents tab).
[bookmark: Text29]     

General

11. On what date was the study completed? The study has been completed when all data collection has been completed and the data analysed and published. 
[bookmark: Text30]     
12. Will the study records be archived as described in the approved protocol (format, location, and access arrangements)?  If not, please detail the proposed arrangements.
[bookmark: Text12]     
13. Were the project aims achieved? Please provide a brief explanation.
[bookmark: Text31]     
14. Have the results and/or outcomes been made accessible for study participants? How?
[bookmark: Text32]     
15. Please provide details of any presentation or publications accepted/in press.  If there are no plans for publication/dissemination of results please explain why.
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