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If you are completing any of the following: 
· Retrospective research, please use the “Research Protocol Template – Retrospective Research”
· 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 a wide variety of research projects. 
The protocol:  
· provides the rationale 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. 
This 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: _Toc202260180]TITLE 
[bookmark: _Toc202260181]FUNDING 
Describe sources and types of financial, material and other support. E.g., competitive research grants
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[bookmark: _Toc194387155][bookmark: _Toc202260183]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.
· [bookmark: _Hlk194480219]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: _Toc202260184]AIMS AND OBJECTIVES
[bookmark: _Hlk194913804]List the project aims and objectives:
Aims
Aims arise from your literature review and describe broadly what the research project hopes to accomplish.
Objectives
[bookmark: _Hlk194480286]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: _Toc202260185]PARTICIPATING SITES
[bookmark: _Hlk194911210]List recruitment sites e.g. ‘Mater Misericordiae Ltd’ AND any sites where project activity is being conducted (e.g., sites external to recruitment where samples/data are analysed). Describe the activities which are conducted at each site. 
[bookmark: _Toc202260186]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: _Toc202260187]Type of Project
Include a statement describing the type of research project. Common types include survey, cohort, case-control, interview, focus group, qualitative or quantitative.
[bookmark: _Toc202260188]Population
Briefly describe the population of interest, sample size and group assignment (if conducting a comparative project such as a randomised controlled trial). Projects that include randomisation or blinding tend to have more methodological complexities. Briefly, this should describe the type of randomisation, ratio of assignment to groups, block size permutation, stratification, who will generate the allocation sequence and who will assign participants into their groups.
[bookmark: _Toc202260189]Intervention (if applicable)
[bookmark: _Toc202260190]Comparator (if applicable)
[bookmark: _Toc202260191]Outcomes 
List the project outcomes:
Primary Outcome
The primary outcome is the most important and clinically relevant measure (e.g., clinical, psychological, economic) directly linked to your research question, aim, and objective. It is used to calculate sample size, power, and test the primary hypothesis. Typically, 1-2 primary outcomes are pre-specified. 
Secondary Outcome (optional)
Secondary outcomes are additional measures of lesser importance, such as clinical, psychological, economic, or safety outcomes (e.g., side effects/adverse events). They are not used to calculate power or sample size. Conclusions from these outcomes may be less robust. 
[bookmark: _Toc202260192]PROCEDURES
[bookmark: _Toc202260193]Recruitment
Describe the estimated time schedule and feasibility for recruitment of participants, and strategies for achieving the target sample size.
Identification of potential participants
Example: self-referral in response to marketing materials, clinicians identify from their patients, pre-screening medical records. 
· Pre-screening: If pre-screening is conducted by a member of the research team or staff member who is not ordinarily involved in the clinical care of the patient (e.g., receptionist or ward clerk), a waiver of consent to access clinical information (Sn 5.2) should be included for HREC consideration. 
[bookmark: _Hlk194309103]Inclusion criteria
Inclusion criteria define the characteristics required for project participants, based on factors like age, sex assigned at birth, gender, disease type and stage, treatment history, and co-morbid conditions. Criteria assessed using clinical tools should be specified, as well as criteria for 'at-risk' populations.
Exclusion criteria 
Exclusion criteria are not always clinical in nature. People may be excluded due to safety (e.g., contraindications to the project procedures, concomitant medication) or ethical concerns (e.g., diminished capacity to provide informed consent, or adherence). Exclusion of any such group should be justified in terms of the National Statement. 
Approach
Describe how potential participants will be approached/invited to participate and by who (e.g. by Principal Investigator at a clinic visit).
· Consent to contact: If potential participants are to be referred to the research team to discuss the project and obtain consent, a clinician must obtain consent from the potential participant to share their contact information with the research team PRIOR to sharing their information. Consent to contact can be verbal or written but should be documented in the medical record.
[bookmark: _Toc202260194]Consent
Consent is the voluntary, informed, and ongoing agreement of an individual to participate in research. It ensures that participants fully understand the nature, purpose, risks, and potential benefits of the research, and that their participation is free from coercion or undue influence. 
Obtaining consent
Describe how consent will be obtained (e.g., written, verbal, implied), who will obtain consent and when this will occur. 
Specific groups may require additional considerations:
· For participants who are unable to provide informed consent, consider the Substitute Decision Maker option and any QCAT requirements.
· For participants aged <18 years, consider a Parent/Guardian PICF and an age-appropriate information sheet.  Will Gillick competence to consent be assessed?
For written consent, PICF templates are available. At Mater, the following templates are recommended, with further site-specific details available on our SharePoint page or by contacting the Research Ethics and Governance Office. 
· InFORMed PICF templates 
· NHMRC PICF templates 
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.
Withdrawal 
Participants may withdraw from a project at any time, without consequence. A participant’s decision to withdraw from a project can be communicated verbally or in writing. A formal withdrawal from may be provided but is not required. 
Describe the following (if applicable): 
· Whether data collected up to the point of withdrawal will be retained and used, and under what conditions. 
· Whether participants can request removal of previously collected data, and any limitations (e.g. anonymised data).
· Any circumstances where participants may be withdrawn by the research team (e.g. safety concerns). 
[bookmark: _Toc202260195]Data Sources/Collection
[bookmark: _Hlk194912868]Include all sources of data to be used in the project (i.e., data collected for the project and secondary use of existing data sources). You must state how the data will be collected. Describe at what point in the project the data will be collected and justify the validity of the measure/tool. If a measure/tool has not been validated in the project population, describe how the validity and quality of data being collected will be ensured. 
Questionnaires and surveys
Describe each questionnaire/survey, their validity and mode of administration. Provide survey and questionnaire templates separate to the protocol.
Interviews / Focus groups
Describe each interview/focus group, who will be conducting the interview/focus group, the location, duration, and data collection method (video/audio recording, transcription). Provide interview/focus group guides or scripts separate to the protocol.
Secondary use of data
When using data for secondary purposes: 
· Identify Data Sources: Specify the origin and holder of the data, and describe the specific datasets accessed.
· Explain Data Linkage: Detail the methodology for linking data from different sources, including the tools and techniques used.
· Ensure Privacy and Confidentiality: Describe the measures to protect privacy and confidentiality, including anonymisation or de-identification processes and security protocols.
Biospecimens
Describe each specimen to be collected, who will be collecting the samples (e.g., participants, research team, external providers (e.g., pathology).
[bookmark: _Toc194387171][bookmark: _Toc202260196]Participant Involvement 
Treatment/Intervention
Describe the treatments or interventions planned for each group or participant. Include information about the follow-up schedule (e.g., time between visits) and how you will monitor participants' adherence to the treatment plan.  Provide details of any activity beyond standard clinical care.
Clinical trials: Describe what plans are in place to manage participants at the end of the trial. Indicate whether the investigational drug, will be offered to participants when the trial ends and under what circumstances. 
Non-intervention studies
Describe what participants will be asked to do (e.g., complete surveys, participate in interviews or focus groups. Include the estimated time commitment and frequency of involvement. 
Compensation
Describe how participants will be compensated for their time, transport, and other expenses. If no compensation is provided, this must be clearly stated in the PICF.
[bookmark: _Toc202260197]Data management and storage 
[bookmark: _Hlk210892340][bookmark: _Hlk210891191]Describe how data and/or samples will be managed throughout the project. This should include overarching processes that apply across all participating sites. Consider:
· What types of data and/or samples you will collect or use
· How they will be collected, stored, and kept secure 
· Who will be able to access them and how access will be controlled 
· How will you protect privacy and ensure confidentiality 
· How long the data and/or samples will be kept and what will happen to them at the end of the study (e.g., destroyed or archived)
· Whether any data or samples 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: _Toc202260198]DATA ANALYSIS 
[bookmark: _Hlk194911406]Consultation with a statistician is strongly recommended. Mater researchers may be eligible for statistical support through the Biostatistical Support Unit. 
[bookmark: _Toc202260199]Sample size and statistical power
[bookmark: _Hlk194913252]A sample size calculation estimates the number of participants required to determine the outcome with sufficient statistical power. A power calculation estimates what power can be achieved with the number of participants you expect to recruit. Specify the assumptions made for the calculation(s). These should include anticipated recruitment rate, non-responders and losses to follow up. 
If a ‘pilot’ randomised trial is planned explain why this is required prior to a larger more definitive trial e.g., issues related to feasibility, recruitment, logistics
[bookmark: _Toc202260200]Statistical methods 
[bookmark: _Hlk194914448]Detail the statistical methods that will be used and how they relate to your aims and objectives. For randomised controlled trials, include an “intention to treat” analysis, “per protocol” analysis, or both. Describe any procedures to account for missing, unused, and spurious data. 
[bookmark: _Toc202260201]Qualitative research
The analysis strategy in qualitative research will depend on the type of project and the guiding theoretical framework. Describe the analytical framework and methods employed to identify patterns and themes within the data and the nature of data saturation.  
[bookmark: _Toc202260202]ETHICAL CONSIDERATIONS 
[bookmark: _Toc202260203]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 any technical aspects is ensured, define the potential risks and benefits of the research, and how participants' interests are prioritised over those of science or society.
[bookmark: _Toc202260204]Safety considerations 
Describe how participants' rights will be safeguarded and who is responsible for liability in case of injury.
Describe the reporting process for any safety event to ensure compliance with institutional requirements. Mater HREC and Research Governance adhere to the NHMRC Safety Monitoring guidelines. Further guidance regarding safety reporting requirements for research at Mater can be found on the Compliance SharePoint page under the Resource Library. 
For information on safety reporting relating to therapeutic products, refer to the NHMRC website.  
For information on safety reporting relating to medical devices, refer to the TGA website.
[bookmark: _Toc202260205][bookmark: _Hlk194913705]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.
· Participants’ rights will be clearly outlined in the PICF.
[bookmark: _Toc202260206]DISSEMINATION OF RESULTS 
[bookmark: _Hlk194913745]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: _Toc200974101][bookmark: _Toc200974102][bookmark: _Toc202260207]ESSENTIAL DOCUMENTS AND STORAGE 
At Mater, the PI will maintain a delegation log for all clinical trials. This document lists the members of the research team and their delegated research activities, including all persons authorised to make entries or corrections to project data. Although essential for clinical trials, it is also highly recommended for all research projects 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 Resource Library. 
[bookmark: _Toc202260208]GLOSSARY OF ABBREVIATIONS 
	Abbreviation 
	Definition

	PICF
	Participant Information and Consent 

	MML 
	Mater Misericordiae Ltd

	PI
	Principal Investigator 

	NHMRC
	National Health and Medical Research Council

	TGA
	Therapeutic Goods Administration

	MPPL
	Mater Policy and Procedure Library


[bookmark: _Toc202260209]REFERENCES 
Include all references used throughout the application. 
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