IX\ Austin Health

SITE SPECIFIC ASSESSMENT (SSA) AUTHORISATION
APPROVAL TO CONDUCT A NEW RESEARCH PROJECT AT AUSTIN HEALTH
A/Professor Laurence Weinberg
Department of Anaesthetics
Austin Hospital
06 January 2016
Dear A/Professor Weinberg
AU RED HREC Reference Number: HREC/15/Austin/488
Austin Health Project Number: ND 15/488

Project Title: Evaluation of cerebral oxygenation in response to changes in arterial carbon dioxide in
patients undergoing major surgery.

AU RED SSA Reference Number: SSA/15/Austin/493

Reviewing HREC: Austin Health Human Research Ethics Committee (EC00204)

HREC Approval Date: 06/01/2016

SSA Authorisation Date: 06/01/2016

I am pleased to advise that the above project satisfies Austin Health’s governance requirements and
may now be conducted at Austin Health. Conduct of the project is subject to compliance with the

conditions set out below and any additional conditions specified by the reviewing HREC.

SSA Approved Documents:

Document Version Date
Austin Health HREC approval letter 06/01/2016
Protocol 1 25/11/2015
Austin Health Participant Information Sheet and Consent Form 2.0 15/12/2015
The Confusion Assessment Method (CAM) Training Manual and 10/09/2009
Coding Guide

Research governance
Condition of Governance Approval:

1. Researchers must comply with the Investigator’s Responsibilities in Research Procedure and Good
Clinical Practice (ICH GCP). The Principal Research is to ensure that all associate researchers are
aware of terms of approval and to ensure the project is conducted as specified in the application
and in accordance with the National Statement on Ethical Conduct in Human Research (updated
March 2014)

2. The Principal Investigator must notify the 1) CPI, 2) Reviewing Human Research Ethics Committee
(RHREC) and Sponsor (if applicable) of:

e All related internal Serious Adverse Events (SAE) in accordance with the NHMRC Position
Statement: Monitoring and reporting of safety for clinical trials involving therapeutic
products May 2009.
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e Any other serious adverse effects to or complaints from Austin Health participants and
steps taken to deal with them

e Your inability to continue as Principal Investigator

e Any unexpected developments in the project with ethical implications

e Notify the RHREC of the failure to commence the study within 12 months of the RHREC
approval date or if a decision is taken to end the study at any of the sites prior to the
expected date of completion.

3. You are required to inform the Research Governance Office of;

e The actual start date of the project at Austin Health
e Any other matters which may impact the conduct of the project at Austin Health
e Austin Health Investigators withdrawing from or joining the project

4. Any amendments submitted to and approved by the RHREC, including changes to the protocol,
approved documents and/or the addition of documents to be used at Austin Health, must be
submitted for governance approval prior to implementation. After RHEC approval, the PI must
submit a copy of all documents relating to the approved amendment, along with the RHREC
approval certificate, to the Research Governance Office for approval.

5. Any changes to the indemnity, insurance arrangements or Clinical Trial Research Agreement for this
project. This includes changes to the project budget or other changes which may have financial or
other resource implications for Austin Health.

6. RHREC approval must remain current for the entire duration of the project. Investigators
undertaking projects without current RHREC approval risk their indemnity, funding and publication
rights

Clinical Trial projects:

7. For clinical trials where Austin Health is the Sponsor, you are required to contact the Research
Governance Office to organise submission of the CTN to the TGA. This must be completed before
commencement of your project.

8. It is the Principal Investigator site responsibility to ensure you receive a copy of the complete
submitted clinical trial notification and acknowledgement letter for this site

You are also required to submit to the Office for Research:

9. In addition to the reporting requirements of the RHREC, you are required to submit an Annual
Progress Report for the duration of the project. A copy of this report should also be submitted to
the CPI. Continuation of SSA approval is contingent on submission of an annual report, due within
one month of the approval anniversary. Continued SSA and HREC approval are contingent on
receipt of an annual report by the RHREC and the Research Governance Office.

10.A comprehensive Final Report upon completion of the project.

The Office for Research may conduct an audit of the project at any time.

Yours sincerely

Digitally signed by Kristina

Zlatic

DN: cn=Kristina Zlatic,

o=Manager HREC - Non-

Drug Trials, ou=Office for
‘?é/" m Research Austin Health,
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