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[bookmark: _Toc207031362]Austin Health’s Observational, Audit & Non-Interventional Studies Protocol Template

Guidance for Users
This template is designed to support the development of observational and non-interventional study protocols at Austin Health. It includes guidance text and example content to assist you in drafting high-quality submissions for ethical and governance review.

· Guidance text is provided throughout to help you understand what to include in each section.
· Example text is included to illustrate how to structure your responses.
· Any text highlighted in this colour must be deleted and replaced with study-specific information.

Final submissions should be formatted using Home → Styles → Normal and all guidance/example text should be deleted before submission to the Discovery & Innovation Unit.

Is Austin Health HREC the Right Pathway for You?
Before proceeding, please consider the following questions. If you answer “No” to any or are unsure, contact the Discovery & Innovation Unit to discuss whether an alternative HREC pathway may be more appropriate.
1. Will any part of the study be conducted at an Austin Health site?
2. Is Austin Health responsible for the care of participants during the study?
3. Is the Principal Investigator (PI) employed by or affiliated with Austin Health?
4. Does the study involve Austin Health participants or data?
5. Are you accessing Austin Health data, records, or biological samples?
6. Is Austin Health listed as a sponsor, collaborator, or data custodian in the study?
7. The study has not already been approved by another HREC.
8. This is a single-site study not involving other health services or universities.


References
The following resources were consulted in the development of this protocol template and provide foundational guidance for observational and non-interventional research at Austin Health:

1. National Health and Medical Research Council (NHMRC). National Statement on Ethical Conduct in Human Research (2007, updated 2023).
https://www.nhmrc.gov.au/about-us/publications/national-statement-ethical-conduct-human-research-2007-updated-2023
2. NHMRC. Australian Code for the Responsible Conduct of Research (2018).
https://www.nhmrc.gov.au/about-us/publications/australian-code-responsible-conduct-research-2018
3. Austin Health. Research Data Management Procedure (2023).
https://austinhealth.sharepoint.com/sites/OPPIC/ProcedurePublished/Forms/AllItems.aspx?id=%2Fsites%2FOPPIC%2FProcedurePublished%2FResearch%20Data%20Management%20Procedure%2Epdf&parent=%2Fsites%2FOPPIC%2FProcedurePublished
4. Australian Bureau of Statistics (ABS). Understanding Re-identification.
https://www.abs.gov.au/about/data-services/data-confidentiality-guide/understanding-re-identification
5. NHMRC Guidelines for Guidelines. Identifying and Managing Conflicts of Interest.
https://www.nhmrc.gov.au/guidelinesforguidelines/plan/identifying-and-managing-conflicts-interest
6. Clinical Trials: Impact & Quality (CT:IQ). Plain Language Guidance for Researchers.
https://involvementtoolkit.clinicaltrialsalliance.org.au/toolkit/undertaking/writing-in-plain-language/
7. Australian Law Reform Commission (ALRC). Data Retention and Destruction Requirements.
https://www.alrc.gov.au/publication/for-your-information-australian-privacy-law-and-practice-alrc-report-108/28-data-security/information-destruction-and-retention-requirements/
8. PICO Framework for Clinical Questions.
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<Full Study Title>	Comment by AKYAYLI, Chloe: EXAMPLE: A Mixed-Methods Observational Study of Patient Experiences and Clinical Management of Musculoskeletal Injuries in the Emergency Department at Austin Health
The title should clearly and accurately describe the purpose, design, and scope of the study. Avoid abbreviations, jargon, or overly technical terms unless essential. The title should be understandable to a broad audience, including non-specialist reviewers.

<Protocol Number OR Short Title>	Comment by AKYAYLI, Chloe: EXAMPLE: ED-MSK-MIXED
ED – Emergency Department (study setting)
MSK – Musculoskeletal (focus)
MIXED – Mixed-methods design
A concise study reference (i.e., a protocol number or acronym) may be provided in addition to the full study title. While optional, this can be more practical for routine use. Any study identifiers and titles must be applied consistently across all related documents.

Version & Date: <version # and date>
The version number should be updated with each amendment to the protocol. The version date should reflect the date the current version was finalised. Both the version number and date must be updated consistently across all study documents to ensure clarity and traceability.

CONFIDENTIALITY STATEMENT
This document is confidential and remains the property of <Insert Name of Institution>. It must not be transmitted, reproduced, published, or used, in whole or in part, without prior written authorisation from the Institution, except as required for the conduct, review, or oversight of the research.

STATEMENT OF COMPLIANCE
This protocol describes the research project and outlines the procedures to be followed. The study will be conducted in compliance with:
· This protocol and any subsequent approved amendments.
· The conditions of approval granted by the relevant Human Research Ethics Committee (HREC) and governance authorisations.
· The National Statement on Ethical Conduct in Human Research (NHMRC, ARC & Universities Australia, 2007, updated 2023).
· The principles of Good Clinical Practice (ICH-GCP E6(R3) and CPMP/ICH/135/95, as adopted by the TGA).
· All applicable Australian and international regulatory and legislative requirements.

[bookmark: _Toc207031364]Document History

Important:
Upon initial submission, this section should remain blank. Once amendments are made to the protocol after HREC approval, this section must be completed to ensure transparency and traceability.

Record of Changes: All modifications to the protocol must be documented in the table below, with the most recent changes listed first. Each entry should include the version number, date, a description of the change, and the rationale.

Reasons for Amendments: Protocol changes may arise in response to queries from a Human Research Ethics Committee (HREC) or other regulatory/governance bodies, or may be required during the course of the project (i.e., procedural updates, or administrative corrections).

Version Control:
· A version number and version date must be clearly indicated in the header or footer of every page.
· The version date must reflect the date of the last change made prior to submission.
· Subsequent amendments must be tracked, and the protocol updated accordingly before resubmission.

	Version & Date
	Summary of Changes

	e.g. Version 1 12/06/2025
	Inclusion of new patient cohort.
· Rationale: cohort too small for statistical analysis…

	
	Include a concise justification for the change, such as ‘Correction of administrative detail’ or ‘Updated inclusion criteria’.
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1. [bookmark: _Toc207031365]STUDY SYNOPSIS

	Title:
	This must match the title entered on the cover/title page

	Study Identifier:
	If you don’t have one, leave this blank

	Design:
	Provide a concise description of the study design, including the type of observational study (e.g., cohort, case-control, cross-sectional), the setting (e.g., hospital ward, outpatient clinic), and the duration of data collection. Mention whether the study is prospective or retrospective, and outline key methodological features such as sampling strategy, data sources, and any comparison groups if applicable.	Comment by AKYAYLI, Chloe: EXAMPLE: This is a prospective mixed-methods observational study conducted in the Emergency Department at Austin Health. The study involves two distinct cohorts:

Cohort A (Survey Group): Adult patients presenting to the ED with musculoskeletal injuries will be invited to complete a brief survey during their visit, capturing patient-reported experiences, expectations, and perceived quality of care.

Cohort B (Retrospective Data Group): Retrospective clinical data will be extracted from electronic medical records for a separate group of patients who presented with similar injuries in the preceding 12 months. This data will be used to examine patterns in clinical management, imaging use, and outcomes.

	Study Centres:
	List all organisations or institutions involved in the conduct of the study. This includes the primary site where the research will take place, as well as any collaborating centres, data providers, or external partners. Specify the role of each centre if more than one is involved (e.g., data collection, analysis, recruitment).	Comment by AKYAYLI, Chloe: EXAMPLE: Austin Health

	Site(s):
	List the individual physical locations where the study will be conducted. This includes specific hospitals, clinics, or departments within the participating organisation(s). If multiple sites are involved, indicate their respective roles in the study (e.g., recruitment, data collection, survey administration).	Comment by AKYAYLI, Chloe: EXAMPLE: Austin Hospital

	Study Question:
	Clearly state the primary research question or objective that this study aims to address. This should reflect the main focus of the project and be specific enough to guide the study design and analysis.	Comment by AKYAYLI, Chloe: EXAMPLE: What are the experiences and expectations of patients presenting with musculoskeletal injuries to the Emergency Department, and how do these compare to patterns of care observed in a retrospective cohort?

	Study Objectives:
	Clearly describe the primary and any secondary objectives of the study. Use the PICO framework to guide the structure of your objectives:	Comment by AKYAYLI, Chloe: EXAMPLE:
Participants: Adult patients presenting with musculoskeletal injuries to the Emergency Department
Intervention: Patient experience surveys, clinical management practices
Comparator: Retrospective cohort data from previous ED presentations
Outcome: Patient-reported satisfaction, imaging use patterns, alignment between expectations and care received
· Participants: Define the population or group being studied
· Intervention: Describe any process being examined
· Comparator: Identify any comparison group or standard
· Outcome: Specify the outcomes being measured

	Primary Objectives:
	The primary objective should reflect the central question the study is designed to answer	Comment by AKYAYLI, Chloe: EXAMPLE: To assess patient-reported experiences and expectations of care among adults presenting with musculoskeletal injuries to the Emergency Department (Participants), using a structured survey (Intervention), and compare these with patterns of care observed in a retrospective cohort (Comparator), focusing on satisfaction and alignment with clinical management (Outcome).

	Secondary Objectives:
	The secondary objectives explore additional areas of interest that support or extend the primary aim.	Comment by AKYAYLI, Chloe: EXAMPLE: To identify demographic and clinical factors associated with the use of diagnostic imaging in musculoskeletal injury presentations, based on retrospective data, and explore variation across patient subgroups.

	Number of Planned Participants:
	Indicate the total number of participants expected to be recruited or included in each cohort of the study. If the study involves multiple groups (e.g., survey participants and retrospective data cohort), specify the planned number for each group separately. 	Comment by AKYAYLI, Chloe: EXAMPLE:
Survey Cohort (Prospective): 50 adult patients presenting with musculoskeletal injuries to the Emergency Department
Retrospective Data Cohort: 100 patient records from ED presentations over the past 6 months

	Study Duration:
	Provide an estimate of the total time required to complete the study, from the start of participant enrolment to the completion of data analysis (e.g., in months). Also specify the expected duration for participants to complete the study.	Comment by AKYAYLI, Chloe: EXAMPLE:

Overall Study Duration:
12 months from first enrolment to final data analysis

Participant Duration:
Each participant will complete all study activities within 1 day (single ED visit and survey)

	Statistical Methods:
	Describe the planned approach to data analysis, including the types of statistical tests or models that will be used to address the study objectives.	Comment by AKYAYLI, Chloe: EXAMPLE: Descriptive statistics (means, medians, proportions) will be used to summarise survey responses and retrospective clinical data. Chi-square tests and t-tests will be used to compare categorical and continuous variables between cohorts. Logistic regression will be used to identify predictors of imaging use.

	Data Type:
	Indicate the type(s) of data to be collected or used in the study.
· Identifiable Data – Data from which individuals can be directly identified (e.g., names, medical records, photos). Requires strict privacy controls and informed consent.
· Re-identifiable Data – Data with direct identifiers removed but linkable via a code or key. Requires secure key storage and clear documentation in the protocol.
· Non-identifiable (De-identified) Data – Data with all identifiers permanently removed (e.g., anonymous surveys).
☐ Non-identifiable
☐ Re-identifiable
☐ Identifiable

	Stakeholder Involvement:
	Confirm if there has been or will be stakeholder involvement and categorise as one of the following to align. Expand in Section 2d. 
☐ Consultative
☐ Co-design
☐ Nil stakeholder involvement

	Contact Person(s)
	

	Student Involvement:
	☐ Yes, please explain their role in the project:
☐ No

	Data Sharing Outside of Austin Health:
	☐ Yes, please list the organisations data will be shared with:
☐ No




2. [bookmark: _Toc207031366]ADMINISTRATIVE INFORMATION
a. [bookmark: _Toc207031367]Conflict of Interests
All members of the research team must declare any actual, potential, or perceived conflicts of interest related to this study. This includes both financial and non-financial interests that could influence, or be perceived to influence, the design, conduct, or reporting of the research.

Please answer the following:
· Do any members of the research team have any financial or non-financial interests related to this research?
☐ Yes		☐ No
· Does any member of the research team have an actual, potential, or perceived conflict of interest with the research?
☐ Yes		☐ No

If yes to either question, please describe:
· The nature of the conflict
· The individual(s) involved
· How the conflict will be managed or mitigated

EXAMPLE: Dr Smith has previously received funding from a company that produces musculoskeletal imaging software. Although this company is not directly involved in the current study, this relationship may be perceived as a conflict of interest. To manage this, Dr Smith will not participate in data analysis or interpretation related to imaging practices, and the relationship will be disclosed in all publications and presentations.

b. [bookmark: _Toc207031368]Sponsor
The sponsor is the organisation or institution responsible for the initiation, management, and financing (or arranging the financing) of the study. Sponsorship may be determined by factors such as the source of funding, the employer of the (Coordinating) Principal Investigator, and the duty of care to participants.
If applicable, describe the sponsor’s role in the following areas:
· Study design
· Data collection, management, analysis, and interpretation
· Report writing and decision to publish
· Oversight and regulatory compliance
The sponsor assumes responsibility for ensuring the study is conducted in accordance with the NHMRC National Statement, the Australian Code for the Responsible Conduct of Research, Good Clinical Practice (GCP), and relevant regulatory requirements.
For Austin Health-sponsored studies, some sponsor responsibilities may be delegated to the Principal Investigator. In multi-site studies, the Coordinating Principal Investigator must ensure that appropriate agreements are in place for each participating site and that Site Principal Investigators understand their responsibilities.
For Austin Health investigator-initiated observational studies, Austin Health is typically listed as the sponsor and assumes liability for study design and regulatory compliance.
EXAMPLE: On behalf of the Sponsor, Austin Health, the Principal Investigator will undertake and/or oversee those Sponsor responsibilities delegated by the Sponsor. For multi-site studies, the Coordinating PI will also ensure that each Investigator at the participating sites conducts the study in compliance with the protocol, relevant approvals, and regulatory requirements.
	Sponsor
	e.g. Austin Health

	Contact Name
	If Austn Health is the sponsor, insert the (Coordinating) Principal Investigator’s name

	Address
	e.g. 145 Studley Road, Heidelberg, 3084 VIC, Australia



c. [bookmark: _Toc207031369]Funding & License
This section outlines the financial support for the study and any licensing arrangements relevant to its conduct. You may also include any licensing arrangements (e.g., use of proprietary tools, software, or datasets) that are relevant to the study.
	
	Type
	Description

	☐
	Yes – Fully supported
	

	☐
	Yes- Partially supported
	

	☐
	No- Have applied for/looking at potential sources
	

	☐
	No – Investigator Initiated	Comment by AKYAYLI, Chloe: EXAMPLE: In-kind support from the Emergency Department. No external funding has been secured.
	



d. [bookmark: _Toc207031370]Stakeholder Involvement
A stakeholder is any person, group, or organisation with an interest in the outcomes of the research. Stakeholder may be internal (e.g., hospital departments, research units) or external (e.g., other health services, government bodies, professional associations, community organisations, or consumers such as patients and families).
In accordance with the NHMRC National Statement on Ethical Conduct in Human Research (Chapter 2.1) and the Australian Code for the Responsible Conduct of Research, researchers are increasingly expected to engage stakeholders and consumers in the development and conduct of clinical research. This helps ensure that the research is relevant, ethically sound, and responsive to community needs.
Please describe:	Comment by AKYAYLI, Chloe: EXAMPLE: Emergency Department clinicians were consulted during protocol development to ensure the study aligns with clinical workflows. Consumer input was sought via a patient advisory group to refine the survey questions for clarity and relevance. Findings will be shared with both groups to inform future service improvements.
· Whether and how stakeholders have been consulted during the development of the study protocol
· Any planned involvement of stakeholders or consumers during the conduct, analysis, or dissemination of the research
· How feedback from stakeholders has informed study design or implementation

3. [bookmark: _Toc207031371]STUDY SITES & PERSONNEL
a. [bookmark: _Toc207031372]Study Team
Ensure that contact details are provided for everyone, including email addresses that match their institutional affiliation.
· Curriculum Vitae (CV): required from all research personnel and external principal investigators (PIs).
· Good Clinical Practice (GCP) Certification: required from all Austin Health research personnel. 

Insert for each investigator, contact person, and supervisor (where applicable)
	Name:
	

	Site Department:
	If not affiliated with Austin Health, please also specify the name of their associated study centre or institution.

	Site Position:
	

	Project Role:	Comment by AKYAYLI, Chloe: EXAMPLE: Associate Investigator
	

	Responsibilities:	Comment by AKYAYLI, Chloe: EXAMPLE: data analysis and interpretation
	Outline each investigator’s role in the study. This may include activities such as study design, data collection, data analysis, participant recruitment, survey administration, ethics submissions, supervision (for student research), or overall project oversight. Be specific and ensure roles align with each investigator’s expertise and involvement. 

	Does this person have a current Good Clinical Practice certificate?
	☐ Yes         ☐ No
A free Good Clinical Practice course can be found here

	Phone:
	

	Email:
	Health/University email address is preferred



b. [bookmark: _Toc207031373]Study Location(s)
List all locations of where this study will be conducted. Insert or delete rows as required.
	Site
	Address

	i.e., Austin Hospital
	145 Studley Road, Heidelberg, 3084 VIC, Australia

	
	



4. [bookmark: _Toc207031374]INTRODUCTION & BACKGROUND
a. [bookmark: _Toc207031375]Lay Summary
Provide a brief, easy-to-understand summary of the study that can be read by someone without a scientific or medical background. The lay summary should be written in plain language, avoiding technical terms, abbreviations, and academic references. Keep to ~200-250 words.
Your summary should:
· Explain the purpose of the study and why it matters
· Describe what will happen to participants in simple terms
· Outline the time commitment required from participants
· Reassure readers about how their safety, privacy, and rights will be protected
· Be clear, concise, and respectful, using everyday language and short sentences
Tips for writing in plain language:
· Use active voice (e.g., “We will ask participants…” instead of “Participants will be asked…”)
· Use familiar words (e.g., “check-up” instead of “clinical assessment”)
· Avoid acronyms and jargon (e.g., say “X-ray” instead of “radiographic imaging”)
· Use short paragraphs and bullet points

b. [bookmark: _Toc207031376]Introduction
Provide a concise overview of the study ( ~500 words) to inform the reader to its purpose and significance. This section should:
· State the research question: what is the central issue or problem the study aims to address?
· Explain the relevance: why is this topic important in the current clinical or research context?
· Highlight the novelty: how is this study new or different from previous work?
· Summarise the approach – Briefly describe how the study will be conducted and what it aims to achieve.
This section should help reviewers understand the rationale for the study and its potential contribution to knowledge, practice, or policy.

c. [bookmark: _Toc207031377]Background
Provide context for the study by summarising existing literature, clinical practice, or policy relevant to the research topic. This section should:
· Describe what is already known about the topic
· Identify gaps or limitations in current knowledge or practice
· Justify the need for the proposed study
· Reference relevant guidelines, frameworks, or previous research (in scientific language, as appropriate)
This section supports the rationale for the study and demonstrates how it builds on or differs from existing work.

d. [bookmark: _Toc207031378]Study Aims
This section should clearly state the overall aim(s) of the study. The aim describes what the study is trying to achieve at a broad level. It should be concise, action-oriented, and written in plain language.	Comment by AKYAYLI, Chloe: EXAMPLE:
To investigate the experiences and expectations of adult patients presenting with musculoskeletal injuries to the Emergency Department.
To compare patient-reported experiences with patterns of clinical care observed in a retrospective cohort.
To identify factors associated with the use of diagnostic imaging in musculoskeletal injury presentations.
If your study has more than one aim, list them separately.
Tips:
Use a verb in the infinitive form (e.g., “to investigate”, “to determine”, “to explore”) to begin each aim. Avoid using noun forms ending in “-ion” (e.g., “investigation”, “evaluation”).

e. [bookmark: _Toc207031379]Rationale
Explain how the proposed research will address a gap in current knowledge, contribute to the field, or improve existing practice. This section should:
· Identify the specific gap in the literature, clinical practice, or policy that the study aims to fill
· Describe how the study’s findings will advance understanding, inform future research, or support improvements in care or service delivery
· Highlight the significance of the research in relation to patient outcomes, health system efficiency, or broader societal impact
Tip:
Support your rationale with references to recent guidelines, reports, or studies where appropriate, and ensure it aligns with your study objectives and background.

5. [bookmark: _Toc207031380]STUDY OBJECTIVES
a. [bookmark: _Toc207031381]PICO Framework
Use the PICO framework to structure your study objectives. This helps ensure clarity and alignment with your study design and analysis plan.
· Participants (P): Who is being studied?
· Intervention (I): What process, exposure, or variable is being examined?
· Comparator (C): Is there a comparison group or standard?
· Outcome (O): What outcomes are being measured?
Objectives should be specific, measurable, and action oriented. Use verbs such as “to assess”, “to compare”, “to determine”, or “to explore”. 

a. [bookmark: _Toc207031382]Primary Objective
The primary objective should reflect the central question the study is designed to answer. There is usually one primary objective, and it should be directly aligned with the study’s main aim.	Comment by AKYAYLI, Chloe: EXAMPLE: To assess patient-reported experiences and expectations of care among adults presenting with musculoskeletal injuries to the Emergency Department (Participants), using a structured survey (Intervention), and compare these with patterns of care observed in a retrospective cohort (Comparator), focusing on satisfaction and alignment with clinical management (Outcome).

b. [bookmark: _Toc207031383]Secondary Objective(s)
Secondary objectives explore additional areas of interest that support or extend the primary aim. These may include subgroup analyses, exploratory outcomes, or factors influencing the primary outcome.	Comment by AKYAYLI, Chloe: EXAMPLES:
To identify demographic and clinical factors associated with the use of diagnostic imaging in musculoskeletal injury presentations.
To explore variation in patient-reported satisfaction across different age groups and injury types.
To examine the relationship between triage category and alignment between patient expectations and care received.
Tips:
Use clear, action-oriented language like; “to assess”, “to compare”, “to identify”. 

6. [bookmark: _Toc207031384]STUDY DESIGN
a. [bookmark: _Toc207031385]Study Type & Design
Describe the type of observational study being conducted (e.g., cohort, case-control, cross-sectional), and whether it is prospective or retrospective. Clearly define the study population (e.g., adults aged 18+) and specify whether the study is single-centre or multi-centre. 	Comment by AKYAYLI, Chloe: EXAMPLE: This is a prospective, single-centre, mixed-methods observational study conducted at Austin Health. The study includes adult patients (aged 18 and over) presenting to the Emergency Department with musculoskeletal injuries. The design includes both a survey-based cohort and a retrospective data cohort to compare patient-reported experiences with clinical care patterns.

b. [bookmark: _Toc207031386]Study Procedures
Provide a clear, step-by-step description of all study procedures. Specify what types of data will be collected (e.g., questionnaires, medical records, imaging reports) and its identifiability (see DATA TYPE section below for definitions).	Comment by AKYAYLI, Chloe: EXAMPLE:
Survey data (non-identifiable): Patient experience surveys administered during ED visit.
Clinical data (re-identifiable): Retrospective extraction of medical records including imaging use, triage category, and discharge outcomes.

c. [bookmark: _Toc207031387]Data Handling & Storage
Describe how all data will be collected, stored, and managed. Include details on data security, access controls, and storage platforms (e.g., REDCap, secure hospital server).	Comment by AKYAYLI, Chloe: EXAMPLE: All data will be stored on Austin Health’s secure OneDrive server. Survey data will be entered directly into REDCap. Re-identifiable clinical data will be stored with coded identifiers, with the key stored separately in a password-protected file accessible only to authorised personnel.
If you are accessing samples, please refer to the section below. Delete the table if not applicable.
	Is any genetic testing being conducted on the samples?
	☐ Yes, please provide details on what testing will be done:

☐ No

	How are the samples being collected?
	

	Who is the custodian of the samples?
	

	Who will be accessing the samples?
	

	Where will the samples be stored during the research?
	

	Are the samples being stored for future research?
	☐ Yes         ☐ No

	Has consent been obtained from the participant for this to occur to their sample?
	☐ Yes         ☐ No

	How are the samples being destroyed once the research is completed?
	



d. [bookmark: _Toc207031388]Study Schedule & Timeline
Provide a timeline for each component of the study, including recruitment, data collection, and analysis. Indicate the expected duration for each participant (if applicable) and the overall study.	Comment by AKYAYLI, Chloe: EXAMPLE: Recruitment will be conducted over a 3-month period, followed by 6 months of data collection. Data analysis is expected to take an additional 3 months. The total duration of the study is anticipated to be 12 months from commencement to completion. Each participant will complete all study-related activities during a single visit to the Emergency Department, with no follow-up required.

e. [bookmark: _Toc207031389]Student Involvement
☐ Yes, please state the course, degree, and the student’s role.	Comment by AKYAYLI, Chloe: EXAMPLE: This study forms part of a Master of Public Health thesis project. The student will assist with survey administration, data entry, and preliminary analysis under supervision.
☐ No

7. [bookmark: _Toc207031390]STUDY POPULATION
a. [bookmark: _Toc207031391]Recruitment Procedure 
The research will involve the following (tick what applies):
	☐
	Active participation of human participants

	☐
	Human biospecimens

	☐
	Data associated with human participants



b. [bookmark: _Toc207031392]Inclusion Criteria
This section outlines the characteristics that participants must meet to be eligible for inclusion in the study. Criteria should be specific and relevant to the study objectives. Consider demographic factors, clinical status, and diagnostic confirmation methods.
Ensure that each criterion is measurable and clearly defined. For observational studies, inclusion criteria often relate to existing conditions or presentations rather than interventions.

c. [bookmark: _Toc207031393]Exclusion Criteria
Exclusion criteria identify characteristics that make an individual ineligible for participation. These may include clinical contraindications, demographic factors, or practical limitations that prevent appropriate follow-up or valid data collection.
If a specific population is excluded (e.g., paediatric, elderly, non-English speaking), provide a clear justification. Limited English proficiency should not automatically exclude participants. Consider inclusive strategies such as interpreter support. Find more information about Austin Health’s Language Services here.

d. [bookmark: _Toc207031394]Recruitment
This section outlines how participants will be identified, approached, and recruited into the study. Recruitment strategies must be ethically sound, culturally appropriate, and aligned with the study’s objectives.
i. [bookmark: _Toc207031395]Target Population 
Describe the population from which participants will be recruited, including relevant demographic characteristics (e.g., age, gender, ethnicity) and clinical or contextual factors. Estimate the number of participants required to meet study objectives.	Comment by AKYAYLI, Chloe: EXAMPLE: The target population includes adult patients aged 18–75 presenting to the Emergency Department with musculoskeletal injuries. The study aims to recruit 150 participants over a 3-month period.
ii. [bookmark: _Toc207031396]Recruitment Settings
Specify the settings where recruitment will occur (e.g., inpatient wards, outpatient clinics, community services). For observational studies, recruitment may also involve accessing existing records or databases.	Comment by AKYAYLI, Chloe: EXAMPLE: Recruitment will occur in the Emergency Department at Austin Hospital. Retrospective data will be accessed from the hospital’s electronic medical record system.
iii. [bookmark: _Toc207031397]Recruitment Strategies
Describe how participants will be identified and approached. If you are compensating/reimbursing participants, describe here. Include the amount and method of payment. 
Strategies may include:
· Screening clinic lists or EMRs
· Posters or flyers in clinical areas
· Letters or emails of invitation
· Social media or online platforms
· If using digital platforms, describe how privacy and consent will be managed.

e. [bookmark: _Toc207031398]Consent
This section outlines the approach to participant consent for the study. Consent processes must be ethically sound, clearly documented, and appropriate to the type of data being collected. Delete which sections don’t apply.
i. [bookmark: _Toc207031399]Individual Consent
If individual consent will be obtained, describe how and when it will be sought, who will obtain it, and what information will be provided to participants. Consent must be voluntary, informed, and documented.
ii. [bookmark: _Toc207031400]Waiver of Consent
If a waiver of consent is requested, provide a justification in accordance with the NHMRC National Statement.	Comment by AKYAYLI, Chloe: EXAMPLE:
We are requesting a waiver of consent to access retrospective clinical records from the electronic medical record system. Records will be accessed for patients who presented between January 2020 and January 2025.
This request meets the conditions for waiver of consent because:
It is impracticable to obtain consent due to the volume and age of records, and the likelihood that patients may be lost to follow-up or deceased.
The benefits of the research justify any risks associated with not seeking consent, as the findings will inform service improvements in emergency care.
There is sufficient protection of privacy. All data will be stored securely and de-identified prior to analysis and publication, in accordance with Sections 3.4 and 3.5 of the National Statement.
There is an adequate plan to protect confidentiality, including secure storage and restricted access to re-identifiable data.
Additional voluntary criteria met:
[bookmark: _Toc207031401]  ☐ Involvement in the research carries no more than low risk to participants. 
  ☐ There is no known or likely reason for thinking that participants would not have consented if they had been asked 
 ☐ 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). As there is no patient contact as part of this project, patients will not be individually informed of the outcome of this project. However, we do intend to publish the results to the public.  
  ☐ There is no 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.  
  ☐ The waiver is not prohibited by State, federal, or international law.
iii. No Consent Required
If the study uses fully de-identified data or publicly available datasets, and no participant contact occurs, state that no consent is required and justify why.	Comment by AKYAYLI, Chloe: EXAMPLE: This study uses fully de-identified retrospective data extracted from a clinical database. No participant contact will occur, and no identifiable information will be collected or stored. Therefore, consent is not required.
If you are doing a secondary analysis of data, please insert the relevant exert from the PICF.

8. [bookmark: _Toc207031402]PUBLICATION & DISSEMINATION OF RESULTS
a. [bookmark: _Toc207031403]Sharing Results with Participants
Transparency in dissemination is essential to uphold ethical standards and contribute to public knowledge. Indicate whether participants will be offered access to study findings and how this will be facilitated. For observational studies, individual results are typically not provided unless clinically relevant.	Comment by AKYAYLI, Chloe: EXAMPLE: Participants will not receive individual results, as the study does not involve clinical testing or interventions. However, a summary of the overall findings will be made available upon request via the study contact email provided in the Participant Information Sheet.

If any unexpected findings arise that may have clinical relevance to a participant, the research team will consult with the Principal Investigator and, if appropriate, notify the participant’s treating clinician.

b. [bookmark: _Toc207031404]Publications
Describe how the study results will be disseminated to the scientific community and the public. Include planned formats such as peer-reviewed journal articles, conference presentations, reports to stakeholders or funding bodies, and public summaries via institutional websites or newsletters.	Comment by AKYAYLI, Chloe: EXAMPLE: Results will be submitted for publication in peer-reviewed journals and presented at relevant clinical and research conferences. A plain-language summary will be published on the Austin Health Weekly Bulletin to ensure accessibility for consumers and community stakeholders.

9. [bookmark: _Toc207031405]DATA MANAGEMENT PLAN
a. [bookmark: _Toc207031406]Data Collection & Types
Describe the types of data to be collected and their identifiability status. Tick all that apply and provide justification where required.
Important Note: Accessing identifiable information (e.g., viewing a UR number in the medical record) during data extraction does not mean you are collecting identifiable data, unless you record or store that information as part of your dataset.
☐ Identifiable Data
Data that can directly identify an individual. This includes names, dates of birth, addresses, photographs, or medical record numbers (e.g., UR numbers). Collection of this data must be disclosed to the participants.
· Explain why identifiable data is necessary and how consent will be managed:

☐ Re-identifiable Data
Data that has had direct identifiers removed but can still be linked back to an individual using a code or key. The key must be stored securely and separately. This could be a coded dataset where each participant is assigned a study ID, and the linkage file is stored securely by the research team.
· If you are collecting re-identifiable data, please (1) Justify why it is crucial to the study and (2) how the key to re-identification will be stored securely:

☐ Non-identifiable (De-identified) Data
Data that has been permanently stripped of all identifiers and cannot be linked back to an individual. This may be anonymous survey responses with no identifying information collected or stored.

b. [bookmark: _Toc207031407]Data Storage & Security
Outline where and how data will be stored during and after the study.
I. [bookmark: _Toc207031408]Electronic Data	Comment by AKYAYLI, Chloe: EXAMPLE: Data will be stored on secure, access-controlled platforms such as Austin Health’s OneDrive or REDCap. Access will be restricted to authorised study personnel only, with permissions managed according to project roles. Regular backups will be performed using approved Austin Health infrastructure to prevent data loss.

II. [bookmark: _Toc207031409]Physical Data	Comment by AKYAYLI, Chloe: EXAMPLE: Hard copy materials (e.g., consent forms, printed surveys) will be stored in locked filing cabinets located within Austin Health premises. Access will be limited to designated members of the research team, with records maintained to track storage location and access history.

III. [bookmark: _Toc207031410]Security Measures	Comment by AKYAYLI, Chloe: EXAMPLE: All electronic files will be password-protected and stored in compliance with the Austin Health Data Classification Framework. Data handling procedures will follow the Research Data Management Procedure to ensure confidentiality, integrity, and traceability.


c. [bookmark: _Toc207031411]Data Classification
Refer to Austin Health’s Research Data Classification Framework and classify your data.
☐ Green – Publicly available or negligible risk
☐ Yellow – De-identified or limited risk
☐ Orange – Re-identifiable or significant risk
☐ Red – Sensitive personal, cultural, or defence-related data
Justify classification and describe mitigation strategies for higher-risk categories.

d. [bookmark: _Toc207031412]Data Access & Sharing
Describe who will have access to the data and under what conditions.
I. [bookmark: _Toc207031413]Internal Access
Restricted to named study personnel listed in Section 3.
II. [bookmark: _Toc207031414]External Sharing
☐ Yes 		☐ No
· If yes, list organisations and describe data transfer agreements and security protocols:
III. [bookmark: _Toc207031415]Data Sharing Limitations:
Outline any ethical, legal, or contractual restrictions.

e. [bookmark: _Toc207031416]Retention & Disposal
State how long data will be retained and how it will be disposed of. Refer to Part E: Retention and disposal of research data in the Austin Health Research Data Management Procedure for more information.
I. [bookmark: _Toc207031417]Retention Period
General Research Data: Must be retained for a minimum of five years from the date of publication.
Medical Research Data: May require retention for at least 15 years, especially if the data relates to clinical trials, patient records, or health-related outcomes.
Sensitive or High-Impact Research: Data may need to be retained indefinitely if it supports significant findings or is of long-term value to the research community
· For areas such as gene therapy, research data must be retained permanently.
II. [bookmark: _Toc207031418]Disposal Method
Secure deletion of electronic files and shredding of physical documents in accordance with the Public Records Act and relevant Austin Health Policies.

f. [bookmark: _Toc207031419]Metadata Standards
Describe how data will be documented to ensure it is interpretable and reusable. Include details such as data origin, collection methods, and processing steps.

g. [bookmark: _Toc207031420]Exit Planning
If a researcher leaves Austin Health:
· Data must be deposited into Austin Health facilities.
· Custodianship transferred to an appropriate team member.
· Formal agreement required for data transfer to external institutions.

10. [bookmark: _Toc207031421]STATISTICAL ANALYSIS
a. [bookmark: _Toc207031422]Overview
This section outlines the statistical methods that will be used to analyse the study data. It should be developed in close collaboration with a qualified statistician or with support from MISC Hub.	Comment by AKYAYLI, Chloe: EXAMPLE: Statistical analysis will be conducted in collaboration with a qualified statistician from the MISC Hub. The study design has been developed to align with the planned analyses and ensure valid interpretation of results. Analytical methods will be selected to address the primary and secondary objectives, with consideration given to data type, distribution, and potential confounders.
The study design must be robust and aligned with the planned analyses to ensure valid and interpretable results. Poor design cannot be corrected at the analysis stage.

b. [bookmark: _Toc207031423]Sample Size Estimation
Provide a justification for the sample size based on the primary objective. Include the following:	Comment by AKYAYLI, Chloe: EXAMPLE:
The sample size was calculated to detect a clinically meaningful difference in patient-reported satisfaction scores between two cohorts. The primary outcome is the mean satisfaction score, measured on a 10-point scale.

Using G*Power (version 3.1), a two-tailed t-test was selected with an alpha of 0.05 and power of 0.80. Based on historical data, the expected mean difference is 1.5 points with a standard deviation of 2.5.

Assuming a 10% dropout rate, the required sample size is 60 participants per group (total N = 120).
· Primary outcome measure used for calculation
· Statistical method used for estimation
· Assumptions: reference any historical data or literature used to inform assumptions.
TIP:
Use validated software (e.g., G*Power, Stata, R) and document the version and parameters used.

c. [bookmark: _Toc207031424]Methods of Analysis
Outline the statistical methods for analysing primary and secondary objectives. Include:	Comment by AKYAYLI, Chloe: EXAMPLE:
Descriptive statistics (means, medians, standard deviations, and proportions) will be used to summarise demographic and clinical characteristics.
Primary outcomes will be analysed using independent t-tests for continuous variables and chi-square tests for categorical variables.
Multivariable logistic regression will be used to identify predictors of imaging use, adjusting for age, injury type, and triage category.
Subgroup analyses will be conducted by age group and injury severity.
Missing data will be assessed and addressed using multiple imputation if missingness exceeds 5%. Sensitivity analyses will be performed to evaluate the robustness of findings.
· Descriptive statistics
· Inferential tests
· Regression models
· Subgroup analyses
Ensure that all planned analyses are consistent with the study objectives and sample size calculations.

11. [bookmark: _Toc207031425]Additional Considerations
This section should include a description of any additional considerations not currently covered in this protocol template. 

12. [bookmark: _Toc207031426]References
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