Dear Dr. Mountifield,

RE: Research Application 177/08: Exploring the interaction between health care
delivery in inflammatory bowel disease and patient behaviour in two very different
patient cohorts.

Your response dated 28 October to the Flinders Clinical Research Ethics Committee was
received and reviewed by the Committee. | am pleased to notify you this study has now
received final approval and may commence.

This approval encompasses the following:
e  Original NEAF submission;
e  Updated Participant Information Sheet, received 28 October 2008;
e  Participant Questionnaire;

e  Revocation of Consent Form.
Period of Approval: 28 October 2008 to 28 October 2011.
Please note final ethical approval is granted subject to the following conditions:

1. Adherence to the principles outlined in the National Statement on Ethical Conduct in Human
Research (NHMRC, 2007).

2. Researchers are required to immediately report to the FCREC anything which might warrant
review of ethical approval of the project, including:

a. Adverse events
b. Proposed project amendments; and
c. New information or unforeseen events that may impact the ethical or scientific integrity of

the project.
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Projects are approved for 3 years only. A progress report must be provided annually.
Extensions after 3 years will only be granted on the basis of a satisfactory progress report,
and submission of any amendments to the project protocol or documentation, if applicable.

4. Confidentiality of research participants shall be maintained at all times.
5. Acopy of the signed consent form must be provided to the participant.
6. A report and a copy of any published material should be forwarded to the Committee at the

completion of the project.

A copy of this email should be printed and kept on file for your records.

Yours sincerely,

David Van der Hoek
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Executive Officer

Clinical Drug Trials Committee

Ph: (08) 8204-4507
Fx: (08) 8204-4586

Web: http://www.flinders.sa.gov.au/research/pages/ethics/

Level 2, Room 2A/221
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