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RGS: Project Letter (Automated Message - Please do not reply)

donotreply@rgs.health.wa.gov.au <donotreply@rgs.health.wa.gov.au>
Tue 06/12/2022 8:15 AM

To: Nikil Redipali <nikil.redipali@student.curtin.edu.au>

South Metropolitan Health Service Human Research Ethics Commi�ee
Level 2, Educa�on Building, Fiona Stanley Hospital
14 Barry Marshall Parade
MURDOCH Western Australia 6150

06 December 2022

Professor Andrew Maiorana
Fiona Stanley Hospital
11 Robin Warren Drive
MURDOCH Western Australia 6150

Dear Professor Maiorana,
 
PRN: RGS0000005780
Project Title: A pilot study of telerehabilitation for people with chronic liver disease.
Protocol Number: Version 2

Thank you for submi�ng the above research project for ethical review. This project was considered
by the South Metropolitan Health Service Human Research Ethics Commi�ee at its mee�ng held on
8 November 2022. To find the original le�er and any possible a�achments, click here when logged
into RGS.

I am pleased to advise you that the above research project meets the requirements of the Na�onal
Statement on Ethical Conduct in Human Research (2007) and ethical approval for this research
project has been granted by South Metropolitan Health Service Human Research Ethics Commi�ee.

The nominated par�cipa�ng site in this project is: Fiona Stanley Hospital

[Note: If addi�onal sites are recruited prior to the commencement of, or during the research project,
the Coordina�ng Principal Inves�gator is required to no�fy the Human Research Ethics Commi�ee
(HREC). No�fica�on of withdrawn sites should also be provided to the HREC in a �mely fashion.]

The approved documents include:
 
Document Version Version Date

Barriers and Facilitators Questionnaire Version 1 1 27/10/2022

Invitation Letter Version 2 2 04/12/2022

PICF Version 2 2 04/12/2022

Protocol Version 2 2 04/12/2022

https://u3573675.ct.sendgrid.net/ls/click?upn=3GOYcYM5nJPDamEI8VR2IgravqNIngB48TxoAK2R0B5BqV-2BLruilvGY1i9G0lQ06SLnp5QiwlWS5D0uBFGxxp3RPSkzzsne4Wsm82uexIvc-2FlmMqnW4bPVNb0OxTgymXK6l-2Fh46F75W8WH-2BCTKRrYw-3D-3DS2ZK_Hdlqfk-2FmXAt2E5uc0fYlJj69QDCglSY42czt-2BeN1fzKsw2HfgaL9U7bHu-2Bx33HG5dWt7HzqfV4Ij0yRbOU8Jnn6uhPUNf860FZOoBTubJKO6yQBa3xXH2igwWVJ6cZCVNUvLjjfxnRsAowYaSiTVs2ZlNhx2mGzQCWl7gxz9-2FgWnEONokBT73qYzpOtU7HJOh2-2F8jyuEUV10qi7THmW7uQiY7NQeI0owyT-2Bdmcx-2FjDI-3D
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SF12 Questionnaire NA 04/12/2022

Telerehabilitation Training Log Version 1 1 27/10/2022

Ethical approval of this project from South Metropolitan Health Service Human Research Ethics
Commi�ee is valid from 06 December 2022 to 06 December 2027 subject to compliance with the
Condi�ons of Ethics Approval for a Research Project(Appendix A a�ached below).
 
Note: This project cannot commence un�l site governance approval has been obtained.
Please ensure that you submit a site authorisa�on applica�on (SSA) to the SMHS Research
Governance Office for review.

You will receive an RGS-generated email reminder when your progress report is due (on the
anniversary of this approval).  This report, as well as any amendment requests can be submi�ed via
the grey 'Monitoring' tab in your RGS project workspace. 

Should you have any queries about the South Metropolitan Health Service Human Research Ethics
Commi�ee's considera�on of your project, please contact the Ethics Office at
SMHS.HREC@health.wa.gov.au  or on (08) 6152 2064.
The SMHS HREC Terms of Reference, Standard Opera�ng Procedures and membership details are
available from the Ethics Office or from h�ps://ww2.health.wa.gov.au/About-us/South-
Metropolitan-Health-Service/Involving-our-community/Research-at-South-Metropolitan-Health-
Service/For-South-Metropolitan-Health-Service-researchers

The HREC wishes you every success in your research.

Yours sincerely,
Dr Natalie Giles
Delegate of the Chair
South Metropolitan Health Service Human Research Ethics Commi�ee
 

 
Appendix A

 
CONDITIONS OF ETHICS APPROVAL FOR A RESEARCH PROJECT

The following general condi�ons apply to the research project approved by the Human Research
Ethics Commi�ee (HREC) and acceptance of ethical approval will be deemed to be an acceptance of
these condi�ons by all project inves�gators:

1. The responsibility for the conduct of this project lies with the Coordina�ng Principal
Inves�gator (CPI).

2. The inves�gators recognise the reviewing HREC is registered with the Na�onal Health and
Medical Research Council and that it complies with the current version of the Na�onal
Statement on Ethical Conduct in Human Research.

3. A list of HREC member a�endance at a specific mee�ng is available on request, but no vo�ng
records will be provided.

4. The CPI will immediately report anything that might warrant review of ethical approval of the
project.

5. The CPI will no�fy the HREC of any event that requires a modifica�on to the protocol or other
project documents and submit any required amendments to approved documents, or any new
documents, for ethics approval. Amendments cannot be implemented at any par�cipa�ng site
un�l ethics approval is given.

https://u3573675.ct.sendgrid.net/ls/click?upn=3GOYcYM5nJPDamEI8VR2Ir4tekTFjSVBKWkBExm0gLi-2BfM9ayBheFYzL5Wm7YNwiEI9s911c4wJDq1csahxD6uEcZxPnTm8ZFMN8A2Dq8W3Mp3IsIa-2BwFm0oCwlssWstLRtjT8RO0oidf1n2H33Em66KABYaS5CJrcRcsNGMESrcRvlNExeCqIjzQOUS205jmLIerSACv31iSYRaeC8n-2Fa9PktjQ0irFkFFoprHANP4tg-2Bj9QYtvyZpef9KmLp2ku7Lvj2hqT7hVCh58iuEjdw-3D-3DSTok_Hdlqfk-2FmXAt2E5uc0fYlJj69QDCglSY42czt-2BeN1fzKsw2HfgaL9U7bHu-2Bx33HG5dWt7HzqfV4Ij0yRbOU8JnurzP-2F2hc6BBJaTuB0JBV00FkF4H8x4YFv-2FOUrO0sTltIXeB3ywSpdYKyJOZKBaVCgu9MCQP7NwqtPwsEHU8U3mZuP-2BEXYCSXAdYklZ1vXxsvlBmuJXU1C9VErnFfqt9QVCTKkJ71MQSL8zLSMLSXCw-3D
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6. The CPI will submit any necessary reports related to the safety of research par�cipants in
accordance with the WA Health Research Governance Standard Opera�ng Procedures.

7. Where a project requires a Data Safety Monitoring Board (DSMB), the CPI’s will ensure this is
in place before the commencement of the project and no�fy the HREC. All relevant reports
from the DSMB should be submi�ed to HREC.

8. For inves�gator-ini�ated and collabora�ve research group projects the CPI may take on the
role of the sponsor. In this case, the CPI is responsible for repor�ng to the Therapeu�c Goods
Administra�on (TGA) any unexpected serious drug or device adverse reac�ons, and significant
safety issues in accordance with the TGA guidelines.

9. If the project involves the use of an implantable device, the CPI will ensure a properly
monitored and up to date system for tracking par�cipants is maintained for the life of the
device.

10. The CPI will submit a progress report to the HREC annually from the ethics approval date and
no�fy the HREC when the project is completed at all sites. The HREC can request addi�onal
repor�ng requirements as a special condi�on of a research project. Ethics approvals are
subject to the receipt of these reports and approval may be suspended if the report is not
received.

11. The CPI will no�fy the HREC of his or her inability to con�nue as CPI and will provide the name
and contact informa�on of their replacement. Failure to no�fy the HREC can result approval
for the project being suspended or withdrawn.

12. The CPI will no�fy the HREC of any changes in inves�gators and/or new sites that will u�lise
the ethics approval.

13. The HREC has the authority to audit the conduct of any project without no�ce if some
irregularity has occurred, a complaint is received from a third party or the HREC decides to
undertake an audit for quality improvement purposes.

14. The HREC may conduct random monitoring of any project. The CPI will be no�fied if their
project has been selected. The CPI will be given a copy of the monitor’s report along with the
HREC and Research Governance (RG) Office at the site/s.

15. Complaints rela�ng to the conduct of a project should be directed to the HREC Chair and will
be promptly inves�gated according to the WA Health’s complaints procedures.

16. The CPI should ensure par�cipant informa�on and consent forms are stored within the
par�cipant’s medical record in accordance with the WA Health’s RecordKeeping Plan.

17. The CPI will no�fy the HREC of any plan to extend the dura�on of the project past the expiry
date listed above and will submit any associated required documenta�on. A request for an
extension should be submi�ed prior to the expiry date. One extension of 5 years may be
granted but approval beyond this �me period may necessitate further review by the HREC.

18. Once the approval period has expired or the project is closed, the CPI will submit a final report.
If the report is not received within 30 days the project will be closed and archived.

19. Projects that do not commence within 12 months of the approval date may have their
approval withdrawn and the project closed. The CPI must outline why the project approval
should remain.

20. The CPI will no�fy the HREC if the project is temporarily halted or prematurely terminated at a
par�cipa�ng site before the expected comple�on date, with reasons provided. Such
no�fica�on should include informa�on as to what procedures are in place to safeguard
par�cipants.

21. If a project fails to meet these condi�ons the HREC will contact the CPI to address the
iden�fied issues. If, a�er being contacted by the HREC, the issues are not addressed, the ethics
approval will be withdrawn. The HREC will no�fy the RG Office at each site within WA Health
that the project procedures must discon�nue, except for those directly related to par�cipant’s
safety.


