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HUMAN RESEARCH ETHICS COMMITTEE

Ref: EC 2012/103 19 February 2013
(This number must be quoted on all correspondence)

Dr Yuben Moodley
Respiratory Medicine
Royal Perth Hospital

Dear Yuben

EC 2012/103 A Phase I study to evaluate Mesenchymal Stromal Cells (MSC) for treating Chronic
Obstructive Pulmonary Disease (COPD)

Thank you for your responses to the queries raised by the Ethics Committee. I am pleased to advise that the
above study is now APPROVED.

Please note that Principal Investigators conducting clinical trials at RPH require approval letters from both the
Ethics Committee and the Governance Unit (CTBU) before a trial can commence.

The following general conditions apply to all approvals by this Committee, and starting a trial or research project
following the issue of ethics approval will be deemed to be an acceptance of them by all investigators:

1.

The submission of an application for Ethics Committee approval will be deemed to indicate that the
investigator and any sponsor recognises the Committee as a registered (with AHEC) Health Research Ethics
Committee and that it complies in all respects with the National Statement on Ethical Conduct Research
Involving Humans and all other national and international ethical requirements. The Committee will not
enter into further correspondence on this point.

All income arising from the study must be lodged in a hospital special purposes account. Performance of a
clinical trial for a sponsor is a service for tax purposes and all GST obligations must be met.

The investigator will report adverse events accompanied by a statement as to whether or not the trial should
continue. The Committee reserves the right to not receive reports whose complexity or level of detail
requires the expenditure of unreasonable time and effort. The Committee receives voluminous paperwork
relating to adverse event reporting. From time to time the Committee chairman may require these reports
to be summarised and approval is granted subject to the agreement of the investigator that he or she will
prepare such a summary on request.

The Committee has decided that, as the responsibility for the conduct of trials lies with the investigator, all
correspondence should be signed by the investigator.

All trial drugs must be dispensed by the Pharmacy Department. A fee is levied for this service and
investigators must regard this fee as an item requiring a budget allocation. Alternatively, if a sponsor
agrees, separate direct funding of pharmacy services may be undertaken. There are provisions for this fee
to be waived for locally-inspired unfunded studies not having an external sponsor.

Though state institutions are outside the jurisdiction of the Privacy Act and related legislation, the
Committee will assume that the privacy provisions of that Act will be the minimum standards applying
during the conduct of a trial at Royal Perth Hospital. Traditional standards of patient confidentiality will
apply.

The Committee will not acknowledge trial communications as a matter of course, unless they relate to a
matter requiring Committee approval. Evidence of dispatch of a letter will be deemed to be evidence of
receipt. This rule may be waived at the Committee’s discretion on provision of a pro forma receipt by the
investigator for the Chairman’s signature and return. However, trivial correspondence (as judged by the
Committee) will not be acknowledged even if a pro forma receipt is provided. Where an investigator
requests written approval or written record of a matter for special purposes (say at the request of a
sponsor), the investigator should prepare the required letter for the chairman’s signature rather than expect
the Committee secretary to prepare it. This mechanism increases the probability that the trial details in the
letter are correct.

The Committee will provide the names and representative affiliation of members on request, but will not
provide personal details or voting records.

The RPH Human Research Ethics Committee (HREC) is constituted and operates in accordance with NH&MRC Guidelines.
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10.

11.

A brief annual report on each project approved will be required at the end of each fiscal year, in default of
which approval for the study may be suspended. Ethics approvals at RPH do not carry an expiry date so the
annual report is an important part of Ethics Committee procedure.

The Committee has the authority to audit the conduct of any trial without notice. Exercise of this authority
will only be considered if there are grounds to believe that some irregularity has occurred or if a complaint is
received from a third party, or the Committee wishes to undertake an audit for QA purposes.

Complaints relating to the conduct of a clinical trial should be directed to the Chairman and will be promptly
investigated. Complaints about the Ethics Committee decisions or policies that cannot be resolved by
discussion with the Chairman or about any actions of a particular member including the Chairman, should be
directed to the Director of Clinical Services. Only written complaints (not e-mail) will be accepted for
investigation.

Investigators of sponsored studies are advised to draw the above conditions to the attention of the sponsor.
Investigators are reminded that records of consent or authorisation for participation in special studies (including
clinical trials) form part of the Acute Hospital Patient Record and should be stored with that record in
accordance with the WA Health Patient Information Retention and Disposal Schedule (Version 2) 2000. A copy of
the 'Patient Information Sheet' should also be included in the medical records as part of informed consent
documentation.

Yours sincerely

PROF FRANK M VAN BOCKXMEER
Chairman, Royal Perth Hospital Ethics Committee

Copy: Sina Mesiti (CTBU)

The RPH Human Research Ethics Committee (HREC) is constituted and operates in accordance with NH&MRC Guidelines.

Ethics Office Level 5 Colonial House, Royal Perth Hospital, GPO Box X2213 Perth WA 6001
Tel (08) 9224 2292 | Fax (08) 9224 3688 | Email rph.hrec@health.wa.gov.au



