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Statement of Compliance

This document is a protocol for a research project. This study will be conducted in compliance with all stipulations of this protocol, the conditions of the ethics committee approval, the NHMRC National Statement on Ethical Conduct in Human Research (2023), and the NHMRC and Universities Australia Australian Code for the Responsible Conduct of Research (2018). If the project is a clinical trial, it will comply with the Note for Guidance on Good Clinical Practice (CPMP/ICH-135/95).




The study protocol for the Major Research Project grant is to be no longer than 5000 words, including references. The project timeline is not included as part of the word count.  Additionally, a maximum of 2 pages for tables and figures can be included without forming part of the word count.  Numerical referencing is encouraged.




	Name: Co-lead Gold Coast Health (Applicant) 

	



	Name: Co-lead (Academic Partner)

	

	Academic Partner Institution

	



	Study Title

	




Describe your research proposal with the below headings, noting a strict 5000-word limit applies.
Refer to the full protocol template as a guide to addressing the detail under each heading. 

Please Note:  proposals that exceed the 5000-word limit and maximum of two (2) tables will be 
deemed ineligible to progress to review.

Please include references (part of the word count) at the bottom of the protocol content.  The project timeline (not part of the word count) can be placed at the end of this document .

Formatting:  Arial Font 10  |  Line Spacing 1.5
 
1. [bookmark: _Hlk203056932]Background
Introduce the main topic by clearly defining the disease, condition, or research area with reference  to its prevalence, burden, or importance, providing necessary context for the study.

2. Study Objectives
Clearly outline the research question, aims/objectives and/or hypothesis. It may be helpful to use a structured approach like PICOT to define the population, intervention, comparator, outcome, and timeframe. Specify the primary and any secondary outcomes.

3. Methodology
      Provide a brief overview of the study design, including:
· Methodological approach
· Setting/ Study site 
· Participants (note target population inclusion and exclusion criteria)
· Recruitment and selection of participants (including consent and participant withdrawal procedures)
· Risk mitigation
· Study procedure/ assessments/ intervention 
· Data generation, collection and analysis (including access to existing data/ data linkage) 

4. Data Management Plan
Provide a Data Management Plan that outlines how data will be handled, secured, stored, shared and disposed of, ensuring participant privacy and compliance with ethical standards.
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	[bookmark: RANGE!A1:M37]Research Study Timeline (example only)

	Project Title:
	 

	Grant ID #
	 

	Name Co-lead CIs
	 

	2025
	Jan
	Feb
	Mar
	Apr
	May
	June
	July
	Aug
	Sept
	Oct
	Nov
	Dec

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Submit application for funding
	 
	 
	 
	 
	 
	 
	
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	

	
	

	2026
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Outcome of funding known
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Develop and submit ethics application
	 
	
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Develop and submit SSA application
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Investigator training
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Commencement of Research Nurse
	 
	 
	 
	 
	
	 
	 
	 
	 
	 
	 
	 
	

	Recruitment
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Data Collection
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	 
	

	
	

	2027
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Recruitment
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Data Collection
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Data Analysis
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Commence write up
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Annual Report for grant funding / HREC
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Final write up
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Prepare and submit papers
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Prepare and submit abstracts for presentations
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	 
	

	
	

	2028
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	

	Annual / Final report for grant funding / HREC
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