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[bookmark: _Toc193790679][bookmark: _Toc194308367][bookmark: _Toc194913993]Research Protocol Template – Retrospective Research
V2.0 07/05/2026
If you are completing any of the following: 
· General research, please use the “Research Protocol Template”
· Accessing biobank samples/data, please use the “Research Protocol Template – Accessing Biobank Samples/Data” 
Please read this explanatory information and then delete when developing your research protocol. 
A well-structured, comprehensive protocol is essential for ensuring the success and quality of a research project. While numerous templates are available, most are tailored to clinical trials. This document provides Mater researchers with a template tailored to retrospective research projects. 
The protocol:  
· Provides the background and justification for the project; 
· Documents the research question, aim, hypothesis, methodology, data management and statistical analysis plan;
· Is the roadmap for the conduct of the research. 
The template serves as a guide to the standard information required. Not every section will apply to every research project; as such, the sections can be modified or omitted as appropriate.

The following resources should be reviewed when preparing your research protocol 
· National Statement on Ethical Conduct in Human Research  
· Australian Code for the Responsible Conduct of Research (2018) 
· World Medical Association Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Participants


[bookmark: _Toc194913994]TITLE 
[bookmark: _Toc194913997]RESOURCE REQUIREMENTS  
Describe any resource requirements needed to conduct the research project. E.g., staff time, costs related to data extraction or archived record retrieval. 
SUMMARY OF CHANGES
	[bookmark: _Hlk194480141]Version
	Change date
	Section changed
	Summary of changes

	V 1.0		N/A
	First version

	
	
	
	

	
	
	
	





Table of Contents
TITLE	2
INVESTIGATORS 	2
SPONSOR	2
RESOURCE REQUIREMENTS	2
DOCUMENT HISTORY	2
1.	RATIONALE	4
2.	AIMS AND OBJECTIVES	4
3.	PROJECT DESIGN	4
3.1	Type of Project	4
3.2	Project setting/location(s)	4
3.3	Participants	4
3.4	Endpoints	5
4.	PROCEDURES	5
4.1	Data Sources/Collection	5
4.2	Data management and storage 	5
5.	DATA ANALYSIS	6
5.1	Sample size	6
5.2	Statistical methods	6
6.	ETHICAL CONSIDERATIONS	6
6.1	Waiver of Consent 	6
6.2	Research conduct	7
6.3	Confidentiality	7
7.	DISSEMINATION OF RESULTS	8
8.	ESSENTIAL DOCUMENTS AND STORAGE	8
9.	GLOSSARY OF ABBREVIATIONS	8
10.	REFERENCES	8



[bookmark: _Toc194913999]RATIONALE
Describe the research project and what is already known (based on supporting literature), what is missing, research questions, how these questions will be answered and what impact the research project will have.
· Conduct a comprehensive literature search and include the most relevant references. 
· Discuss the state of current knowledge on the topic including any knowledge gaps that strengthen the justification for the research project.
· Discuss the clinical importance of the topic with regard to the impact on individual or community health.
· Indicate how the research question has arisen and fits logically with the above.
[bookmark: _Toc194914000]AIMS AND OBJECTIVES
List the project aims and objectives:
Aims
Aims arise from your literature review and describe broadly what the research project hopes to accomplish.
[bookmark: _Hlk194480286]Objectives
Objectives are specific measurable goals that define what a research project plans to achieve. If there is more than one objective, these can be prioritised into primary, secondary and/or exploratory objectives.
[bookmark: _Toc194308375][bookmark: _Toc194308376][bookmark: _Toc194308377][bookmark: _Toc194308378][bookmark: _Toc194308379][bookmark: _Toc194308380][bookmark: _Toc194308381][bookmark: _Toc194308382][bookmark: _Toc194308383][bookmark: _Toc194914001]PROJECT DESIGN
A robust project design ensures that research questions are addressed accurately, the data collected is reliable, and the findings are valid and reproducible. 
[bookmark: _Toc194308385][bookmark: _Toc194914002]Type of Project
Include a statement describing the type of research project. Example: This is a single site retrospective data analysis project. 
[bookmark: _Toc194308387][bookmark: _Toc194914003]Project setting/location(s)
Document the location and department where the research will be undertaken. E.g., Mater Hospital Brisbane, Orthopaedic Department.
[bookmark: _Toc194914004]Participants
Describe which potential participants will be selected for data analysis. Be specific regarding: 
· Timeframe of records to be reviewed
· Start and end dates for data capture
· Estimated sample size and justification for this number.
Inclusion criteria
Inclusion criteria define the characteristics that describe the research population, determining the eligibility of a participant’s data for inclusion in the research. Criteria are usually based on factors like age, sex assigned at birth, gender, disease type and stage, treatment history, and co-morbid conditions. 
Exclusion criteria 
Provide details of participants who will be considered ineligible to include and justification for their exclusion. 
[bookmark: _Toc194308390][bookmark: _Toc194308391][bookmark: _Toc194308392][bookmark: _Toc194308393][bookmark: _Toc194308394][bookmark: _Toc194308395][bookmark: _Toc194308396][bookmark: _Toc194308397][bookmark: _Toc194308398][bookmark: _Toc194308399][bookmark: _Toc194308400][bookmark: _Toc194308401][bookmark: _Toc194308402][bookmark: _Toc194308403][bookmark: _Toc194308404][bookmark: _Toc194308405][bookmark: _Toc194308406][bookmark: _Toc194308407][bookmark: _Toc194308408][bookmark: _Toc194308409][bookmark: _Toc194308410][bookmark: _Toc194308411][bookmark: _Toc194308412][bookmark: _Toc194308413][bookmark: _Toc194308414][bookmark: _Toc194308415][bookmark: _Toc194308416][bookmark: _Toc194914005]Endpoints 
Document the primary and secondary (if any) endpoints.
[bookmark: _Toc194914006]PROCEDURES
[bookmark: _Toc194914007]Data Sources/Collection 
State the data source accessed to assess the outcome(s) of the research. Source examples include:
· CHARM 
· Verdi 
Include a full list of the variables that will be accessed for this research. For example: 
· Patient age
· Comorbidities 
· Health history 
[bookmark: _Toc194308420][bookmark: _Toc194308421][bookmark: _Toc194308422][bookmark: _Toc194308423][bookmark: _Toc194308424][bookmark: _Toc194308425][bookmark: _Toc194308426][bookmark: _Toc194308427][bookmark: _Toc194308428][bookmark: _Toc194308429][bookmark: _Toc194308430][bookmark: _Toc194914008]Data management and storage 
[bookmark: _Hlk210892340][bookmark: _Hlk210891191]Describe how data will be managed throughout the project. This should include overarching processes that apply across all participating sites. Consider:
· What types of data you will collect or use
· How data will be collected, stored, and kept secure 
· Who will be able to access data and how access will be controlled 
· How will you protect privacy and ensure confidentiality 
· How long the data will be kept and what will happen to it at the end of the study (e.g., destroyed or archived)
· Whether any data will be shared, linked, or transferred (including externally) 
If the project is conducted at or in collaboration with Mater, site-specific details (e.g., local storage locations, access controls) must be provided in a separate Data Management Plan (DMP). 
Data Management Plan
The DMP should be completed using the Mater DMP and accompanying guidance document available from: 
· Mater Research SharePoint page – Research Compliance – Resources Library 
· By contacting research.governance@mater.uq.edu.au 
Alternative templates will also be accepted, however, additional site-specific questions may be asked during review.
[bookmark: _Hlk210891240]For further information, see MPPL-07058 – Research Data Collection, Entry, Storage, Movement and Destruction.
[bookmark: _Toc194914009]DATA ANALYSIS 
Consultation with a statistician is strongly recommended. Mater researchers may be eligible for statistical support through the Biostatistical Support Unit. 
[bookmark: _Toc194914010]Sample size
Detail the sample size required to complete your research project. A sample size calculation estimates the number of participants required to determine the outcome with sufficient statistical power.
[bookmark: _Toc194914011]Statistical methods
Describe the statistical methods that will be used and how they relate to your aims and objectives.
[bookmark: _Toc194308432][bookmark: _Toc194308433][bookmark: _Toc194308434][bookmark: _Toc194308435][bookmark: _Toc194308436][bookmark: _Toc194308437][bookmark: _Toc194308438][bookmark: _Toc194914012]ETHICAL CONSIDERATIONS 
[bookmark: _Toc194914013]Waiver of Consent 
To access medical records without patient consent, a waiver of consent is required and is to be justified against the criteria at 2.3.10 of the National Statement. Provide a description of why you are requesting a waiver of consent and a specific response to the waiver of consent justification for each of the criteria (a) through to (i). State the approximate number of records to be examined.

· For use of health information held by a commonwealth agency, justification should comply with section 95 of the Privacy Act 1988.
· For use of health information held by a private agency, justification should cite section 95a of the Privacy Act 1988.
Example:  
We request a waiver of consent for this project and believe the activity is consistent with the National Statement section 2.3.10. The data was originally collected with appropriate consent for healthcare purposes, and no new participant involvement is required. It is impracticable to obtain consent due to the volume of data involved and the retrospective nature of this research. The research poses minimal risk. There is no known reason that the participants would not have consented if they had been asked.  
We believe this request satisfies the criteria for providing a waiver of consent as outlined in the National Statement section 2.3.10 as per below:
a) Involvement in the research carries no more than low risk to participants (see Chapter 2.1) 
Click or tap here to enter text.
b) The benefits from the research justify any risks of harm associated with not seeking consent 
Click or tap here to enter text.	
c) It is impracticable to obtain consent (for example, due to the quantity, age or accessibility of records) 
Click or tap here to enter text.
d) There is no known or likely reason for thinking that participants would not have consented if they had been asked 
Click or tap here to enter text.	
e) There is sufficient protection of their privacy
Click or tap here to enter text.	
f) There is an adequate plan to protect the confidentiality of data 
Click or tap here to enter text.	
g) In case the results have significance for the participants’ welfare there is, where practicable, a plan for making information arising from the research available to them (for example, via a disease-specific website or regional news media)
Click or tap here to enter text.	
h) The possibility of commercial exploitation of derivatives of the data or tissue will not deprive the participants of any financial benefits to which they would be entitled 
Click or tap here to enter text.	
i) The waiver is not prohibited by State, federal, or international law 
Click or tap here to enter text.
[bookmark: _Toc194914014]We believe this justification is also in accordance with S95A of the Privacy Act 1988.
Research conduct 
The safety of research participants is foremost. As a researcher, you are obliged to conduct your research in such a way that complies with:
· National Statement on Ethical Conduct in Human Research and all other relevant NHMRC standards;
· World Medical Association Declarations of Helsinki, Good Clinical Practice (ICH-GCP)
· Relevant State and Commonwealth Acts and legislations 
· This protocol 
· Respective professional Codes of Conduct
· Catholic Health Australia (2001).  Code of Ethical Standards for Catholic Health and Aged Care Services in Australia;
· Relevant institutional policies, procedures and codes of conduct (At Mater, refer to MPPL).
Clearly outline how the quality of the technical aspects is ensured, the potential risks and benefits of the research, and how participants' interests are prioritised over those of science or society.
[bookmark: _Toc194479456][bookmark: _Toc194914015]Confidentiality 
Participant confidentiality is to be maintained in line with the Privacy Act 1988. Specify:
· The measures in place to protect confidentiality (e.g., participants will be identified by a unique research project number, research data will be stored in re-identifiable form, no participant identifiers will be shared with external parties).
· If data are filed in re-identifiable format explain why this is necessary
[bookmark: _Toc194308442][bookmark: _Toc194308443][bookmark: _Toc194308444][bookmark: _Toc194308445][bookmark: _Toc194308446][bookmark: _Toc194308447][bookmark: _Toc194308448][bookmark: _Toc194308449][bookmark: _Toc194308450][bookmark: _Toc194308451][bookmark: _Toc194308452][bookmark: _Toc194308453][bookmark: _Toc194914016]DISSEMINATION OF RESULTS
Describe how research results will be communicated to participants, healthcare professionals, and the public, including any publication restrictions. Confirm that no individually identifiable data will be included in any final research reports or publications.
[bookmark: _Toc194914017]ESSENTIAL DOCUMENTS AND STORAGE 
At Mater, it is highly recommended that the PI will maintain a delegation log of members of the research team and their delegated research activities, including all persons authorised to make entries or corrections to project data. This helps to ensure that the project is conducted in accordance with GCP guidelines and other regulatory requirements. 
All database entries must be supported by source documentation, which includes original records or certified copies of clinical findings, observations, and activities (e.g., medical records, lab reports, diaries).
Confirm that a comprehensive, centralised filing system for all essential research project documentation will be maintained, ensuring it is available for inspection by the Sponsor or regulatory authorities. These documents must be retained by the PI in accordance with national and international regulations. 
Templates are available on Sharepoint under the Resources Library. 
[bookmark: _Toc194914018]GLOSSARY OF ABBREVIATIONS 
	Abbreviation 
	Definition

	PICF
	Participant Information and Consent 

	MML 
	Mater Misericordiae Ltd

	PI
	Principal Investigator 


[bookmark: _Toc194914019]REFERENCES 
Include all references used throughout the application. 
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