THE UNIVERSITY
OF QUEENSLAND

AUSTRALIA

CREATE CHANGE

Research Ethics and Integrity

Ratification of External Human Research Ethics Approval

Project Number: 2021/HE000163

Project Title: DIETARY COUNSELLING TO INCREASE DIETARY FIBRE IN PATIENTS
WITH GYNAECOLOGICAL CANCERS UNDERGOING PELVIC
RADIOTHERAPY

Version: 0.03
UQ Lead Investigator: Associate Professor Judith Bauer

School of Human Movement and Nutrition Sciences
UQ Co-Investigator(s):

Secondary contact

Ms Emilie CROISIER

Student
Ms Emilie CROISIER

Team member

Mrs Teresa Ellen Brown

Funding Body (UQ ref#):

External HREC Name: Royal Brisbane and Women's Hospital Human Research Ethics
Committee

Approval End Date: 01 Mar 2022

Date of Ratification: Tuesday, 23 February 2021

As per Section 5.3 of the National Statement on Ethical Conduct in Human Research the University of
Queensland has accepted the ethical review of the external review body.

Proviso (if applicable)
1.

The University of Queensland E humanethics@research.ug.edu.au ABN: 63 942 912 684
Brisbane QLD 4072 Australia w research.ug.edu.au/research-support/ethics-integrity-and-compliance/ CRICOS PROVIDER #00025B



Approved Documents: As listed on reviewing HREC approval and below if required

Document  [File Name Document Tile IApplication [Document [Last Modified
Type Version Version
IApplication  [281490 Ethics application ERM.pdf 281490 Ethics application ERM.pdf 0.3 3 19/02/2021 5:02:02 PM
IAttachment
Application 6.2 Appendix 2- Consent Form - Adult 6.2 Appendix 2- Consent Form - Adult 0.3 1 19/02/2021 5:02:03 PM
IAttachment |providing own consent.docx providing own consent.docx
IApplication [6.3 Appendix 3- Form for Withdrawal of 6.3 Appendix 3- Form for Withdrawal of (0.3 1 19/02/2021 5:02:03 PM
IAttachment |Participation.docx Participation.docx
IApplication 6.4 Appendix 4- Example of food diary (1 out|6.4 Appendix 4- Example of food diary (1 [0.3 1 19/02/2021 5:02:03 PM
IAttachment |of 3 days completed).docx out of 3 days completed).docx
lApplication 6.5 Appendix 5- Modified Inflammatory 6.5 Appendix 5- Modified Inflammatory (0.3 1 19/02/2021 5:02:03 PM
IAttachment |Bowel Disease Questionnaire to assess GI  [Bowel Disease Questionnaire to assess Gl

toxicity.docx toxicity.docx
lApplication 6.6 Appendix 6- Stool diary using the Bristol |6.6 Appendix 6- Stool diary using the 0.3 1 19/02/2021 5:02:03 PM
IAttachment [Stool Chart to assess Gl toxicity.docx Bristol Stool Chart to assess Gl

toxicity.docx

lApplication 6.7 Appendix 7- Patient-reported outcomes [6.7 Appendix 7- Patient-reported 0.3 1 19/02/2021 5:02:03 PM
IAttachment |version of the Common Terminology Criteria joutcomes version of the Common

for Adverse Events to assess Gl toxicity.docx [Terminology Criteria for Adverse Events to

assess Gl toxicity.docx

lApplication 6.8 Appendix 8- Patient generated- 6.8 Appendix 8- Patient generated- 0.3 1 19/02/2021 5:02:03 PM
IAttachment [subjective global assessment (PG-SGA) to  [subjective global assessment (PG-SGA) to

assess nutrition status.docx assess nutrition status.docx
IApplication 6.9 Appendix 9- European Organization for [6.9 Appendix 9- European Organization [0.3 1 19/02/2021 5:02:04 PM
lAttachment |Research and Treatment of Cancer quality of|for Research and Treatment of Cancer

life questionnaire (EORTC-QLQ) — Ovarian  [quality of life questionnaire (EORTC-QLQ)

subset specimen.docx I Ovarian subset specimen.docx
External 70042 Approval Letter.pdf 70042 Approval Letter.pdf 0.3 3 19/02/2021 5:02:02 PM
Ethics
IApproval
Certificate
IApplication [CLEAN V4.0 GYNAECOLOGY ONCOLOGY CLEAN V4.0 GYNAECOLOGY ONCOLOGY (0.3 3 19/02/2021 5:02:02 PM
IAttachment |FIBRE FEASIBILITY PROTOCOL.docx FIBRE FEASIBILITY PROTOCOL.docx




IAttachment [27.01.2021 clean.docx

27.01.2021 clean.docx

lApplication |Data collection Sheet v1.0 24.11.2020.xIsx  |Data collection Sheet v1.0 24.11.2020.xIsx|0.3 19/02/2021 5:02:02 PM
IAttachment
IApplication  [Emilie Croisier_CV 2020.docx Emilie Croisier_CV 2020.docx 0.3 19/02/2021 5:02:02 PM
IAttachment
IApplication  |[Ethics response email 02.02.2021.txt Ethics response email 02.02.2021.txt 0.3 19/02/2021 5:02:03 PM
IAttachment
IApplication |Ethics Response letter.docx Ethics Response letter.docx 0.3 19/02/2021 5:02:03 PM
IAttachment
IApplication |GCP Certificate_ 2019_Croisier Emilie.jpg  |GCP Certificate_ 2019_Croisier Emilie.jpg (0.3 19/02/2021 5:02:02 PM
Attachment
Application [Output Form.pdf Output Form 0.3 19/02/2021 5:02:02 PM
lApplication  |Participant Information Sheet v4.0 Participant Information Sheet v4.0 0.3 19/02/2021 5:02:03 PM

Delegated Officer
Research Ethics and Integrity
The University of Queensland




