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	Human Research Ethics Committee
CONDITIONS OF APPROVAL




	Human Research Ethics Committee approval is always made on the basis of the following conditions:



· Your research MUST NOT commence until the University’s Human Research Ethics Committee has granted full and final ethics approval.

· Any serious or unexpected adverse effects on research participants must be reported immediately to the Ethics and Compliance Officer. Should this occur, please submit an Adverse Event Form (available http://www.unisa.edu.au/res/forms/ethics.asp) to ResearchCompliance@unisa.edu.au   

· Any unforeseen events that might affect the continued ethical acceptability of the research project must be reported immediately to the Ethics and Compliance Officer via: ResearchCompliance@unisa.edu.au   

· The Human Research Ethics Committee must be notified of, and approve, any changes to the original protocol.

· The Human Research Ethics Committee must be notified of any changes in membership of the research team.

· In Australia there is a legal obligation for raw data arising from human research to be held securely. The University requires that research data be retained for a minimum period.   A copy of the research data must be stored in a secured area of your school/area (Please refer to UniSA’s Ownership and Retention of Data Policy: www.unisa.edu.au/policies/policies/resrch/res17.asp to determine the retention period for your project.

· Information for participants should include the name of the Executive Officer of the UniSA Human Research Ethics Committee as a person who is able to discuss any ethical concerns about the research project.    


	These details should read:

[bookmark: _GoBack]This project has been approved by the University of South Australia’s Human Research Ethics Committee. If you have any ethical concerns about the project or questions about your rights as a participant please contact the Executive Officer of this Committee, Tel: +61 8 8302 3118; Email: Vicki.Allen@unisa.edu.au

· Ethics approval is for a period of 3 years with researchers being required to submit annual progress reports. 
Researchers, including Masters by Research and PhD students, must submit a request for extension of ethics approval if they require more than 3 years in which to complete the research using the 

Application for Extension form available at: http://www.unisa.edu.au/res/forms/ethics.asp
This form must be submitted to ResearchCompliance@unisa.edu.au 1 month prior to the expiration of your ethics approval for your project.

· A project completion report must be submitted to ResearchCompliance@unisa.edu.au  within three months of the project’s completion. The Project Completion form is available at: http://www.unisa.edu.au/res/forms/ethics.asp

· Clinical Trials - If your project is a clinical trial you are required to register it in a publicly accessible trials registry prior to enrolment of the first participant (eg Australian New Zealand Clinical Trials Registry http://www.anzctr.org.au/Survey/UserQuestion.aspx) as a condition of ethics approval.

The National Statement on Ethical Conduct in Human Research defines a clinical trial as a form of human research designed to find out the effects of an intervention. Health-related interventions can include drugs, surgical procedures, devices, behavioural treatments, dietary interventions or process-of-care changes. 
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