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Dear Dr Hourigan

Thank you for submitting your application for authorisation of this project. On the recommendation of Metro South
Research Governance Office, | am pleased to inform you that authorisation is granted for your research project to
proceed at

This approval is subject to researcher(s) compliance throughout the duration of the research with requirements as
outlined in the National Statement on Ethical Conduct in Human Research 2007, Australian Code for the Responsible
Conduct of Research and the Metro South Research Management Policy and Procedures.

The duration of this study approval is up until expiration of the reviewing HREC'’s approval.

Site Specific Document/s Authorised Version Date
Metro South Research Contracts Approval and Study Execution Form
Supporting Document/s Acknowledged

Site Specific Assessment 14/5/18

The following conditions apply to this research proposal. These are additional to those conditions imposed by the
approving HREC.

1. PowerTrials:Please review the procedure via the following link to confirm if build is required.
Research Management - PowerTrials — Electronic Medical Record Research Support Module Procedure
2017-118 If you require further information please contact -PowerTrialsSupportPAH@health.qld.gov.au

2. Lapsed Approval: If the study has not commenced within twelve months of approval, resubmission of the
study to the approving HREC and RGO is necessary.

3. Proposed amendments: Amendments that may have a bearing on site specific documentation, financial
arrangements or have legal implications (e.g. amendments to contracts) must be submitted to the
Governance Office along with a copy of the HREC approval letter.

4. Safety Monitoring: All safety reporting should foliow the requirements as set out in the NHMRC Safety
Monitoring and Reporting in Clinical Trials involving Therapeutic Goods.

5. Annual Reporting: A copy of the annual report ( due on the anniversary of HREC approval) and final report
must be supplied to the govemance office along with a copy of the HREC acknowledgement

We wish you every success in undertaking this research.
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