Date of Decision Notification: 15 Feb 2024

Dear Helen Rojas,
Thank you for submitting the following Human Research Ethics Application (HREA) for HREC review;

HREA386 2023/ETH02292: The Impact of an interprofessional exercise program on improving glycaemic management in children and adolescents with type 1 diabetes
Site: The Tweed Hospital, Northern NSW Local Health District (PI: Helen Rojas)

This Application was initially reviewed by the North Coast NSW Human Research Ethics Committee at its meeting held on 23 November 2023 and is now determined to meet the requirements of the National Statement on Ethical Conduct in Human Research (2023) and is APPROVED.

This email constitutes ethical and scientific approval only. 
This project cannot proceed at any site until separate research governance authorisation has been obtained from the Institution at which the research will take place.

This project has been Approved to be conducted at the following sites:
1. The Tweed Hospital, Northern NSW Local Health District 

The following documentation was reviewed and is included in this approval:
1. HREA - v4 created 18/01/2024 - Higher Risk
1. Protocol_v4_06-02-2024
1. DSS Questionnaire - updated 25.01.2024
1. PAID Questionnaire - updated 25.01.2024
1. PAQ Questionnaire - updated 25.01.2024
1. Participant Information Sheet, PIS for ChildrenYoungPeople v2 06-02-2024
1. Participant Information Sheet, PIS for Parents v2 6.02.2024
1. Flyer - version 3 HREA 386 - 06.02.2024

Application Documents - (link will only be active for 14 days from the decision date. The approved documents are also available to download from forms section of this project in REGIS)

The approval is for a period of 5 years from the date of this e-mail (15 Feb 2024)

The Coordinating Principal Investigator must:
• provide the HREC with an annual report and the final report when the project is completed at all sites. This will be through the submission of a milestone in REGIS.
• immediately report anything that might warrant review of ethical approval of the project.
• submit proposed amendments to the research protocol, including; the general conduct of the research, changes to CPI or site PI, an extension to HREC approval, or the addition of sites to the HREC before those changes can take effect. This will be through a notification of an amendment in REGIS
• will notify the HREC if the project is discontinued at a participating site before the expected completion date, with reasons provided.

Submission of annual progress/final reports (milestone), amendments and safety reports should be done through the forms provided in REGIS. Guidance on these processes can be found on the REGIS website.

The North Coast NSW Human Research Ethics Committee is constituted in accordance with the National Statement on Ethical Conduct in Human Research, 2023 (NHMRC).

Kind regards, 

Rebecca Lavery
Research Ethics and Governance Officer, Northern NSW Local Health District (NNSW LHD)
Executive Officer | North Coast NSW HREC (note: services both NNSW and Mid North Coast LHDs) | Email: NNSWLHD-Ethics@health.nsw.gov.au
Research Governance Officer | NNSW LHD | Email: NNSWLHD-ResearchGovernance@health.nsw.gov.au
https://nnswlhd.health.nsw.gov.au/our-organisation/research/research-governance
