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SITE SPECIFIC ASSESSMENT (SSA) AUTHORISATION
APPROVAL TO CONDUCT A NEW RESEARCH PROJECT AT AUSTIN HEALTH
Prof Mathis Grossmann
University of Melbourne
07 February 2019
Dear Prof Mathis Grossmann
HREC Reference Number: HREC/45582/Austin-2018
Austin Health Project Number: ND 45582/2018

Project Title: The metabolic effects of aromatase inhibitor (Al) therapy in postmenopausal
women with oestrogen-receptor-positive breast cancer

SSA Reference Number: SSA/45582/Austin-2019

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

HREC Approval Date: 7/02/2019

SSA Authorisation Date: 07 February 2019

I am pleased to advise that the above project satisfy 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, including all listed - 7 February 2019
approved documentation

SSA (SSA/45582/Austin-2019-162976) 2 21 January 2019
Medical Physicist Radiation Research Assessment Reports - 30 January 2019
Material Transfer Agreement between Austin Health and - 6 February 2019
ANZAC Research Institute

MACH Research Collaboration Agreement (Non- - 26 November
Commercial) between Austin Health and University of 2018
Melbourne

Noted Document Version Date

Itemised Site Budget 1 28 October 2018
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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).

. 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: Safety Monitoring and reporting in clinical trials
involving therapeutic goods November 2016.
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.
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.
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.
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.
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.
If your project involves radiation:

e It is your responsibility to ensure the research is added to the site
Management Licence issued by Department of Human Services -
Radiation Safety Section prior to study commencement should it be
required (check your Medical Physicist Report). The site RGO must be
notified when the research has been added to the licence.

e You are legally obliged to conduct your research in accordance with the
Australian Radiation Protection and Nuclear Safety Agency Code of
Practice ‘Exposure of Humans to Ionizing Radiation for Research
Purposes’ Radiation Protection series Publication No.8 (May
2005)(ARPANSA Code).

Clinical Trial projects:

8. 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.

Prior to commencement of the project, a copy of the governance authorisation letter and
CTN acknowledgement must be provided to the Clinical Trials Pharmacy.
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10.It is the Principal Investigator's responsibility to ensure they receive a copy of the
submitted clinical trial notification acknowledgement letter for their site.

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

11.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.

12.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

1/ Alyaa Mohamed
/(737/%@/ Date: 2019.02.07
14:58:49 +11'00'
Alyaa Mohamed
HREC Non-Drug Trials Officer
Office for Research, Austin Health
Level 8 HSB.
E-mail: ethics@austin.org.au
Web: http://www.austin.org.au/researchethics
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