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Before you commence, make sure you have reviewed the Cabrini Governance Pathways for QA, QI and Research to determine what type of ethics and governance approval your project requires. If your project qualifies as a CRGO lower risk project eligible for non-HREC review, complete this Protocol Template and a Lower Risk Non-HREC Review Application Form, and email these documents to researchgovernance@cabrini.com.au. Retrospective review is prohibited. 
Remember to discuss the project with your Cabrini clinical and academic (research) head of department, seek advice from Cabrini’s biostatistician regarding statistical analysis methods, update the version number and date in the footer, and delete any sections that don’t apply, including this instructional text box.  





Every project submitted to the Cabrini Research Governance Office must have a protocol. This template can be used to create a protocol. Text in blue should be replaced or deleted if not applicable. If using your own protocol template/format, please refer to this document as a guide to ensure all required headings/information has been captured.
•	Delete all prompts from final version.

 [INSERT STUDY TITLE]
Version [X] of [insert creation date]

	RESEARCH TEAM

	Role
	Name
	Department, Unit, Service
	Institution

	Principal Investigator (project lead)
	
	
	

	Associate Investigator
(supporting researcher) 
	
	
	

	Associate Investigator
(supporting researcher)
	
	
	

	Associate Investigator
(supporting researcher) 
	
	
	

	Other team members (e.g. study coordinator, data manager etc)
	
	
	

	Project Sponsor Name (if not Cabrini)
	


*add or delete rows as needed 
1. Introduction
Briefly discuss the main purpose of the research, how it will be conducted and its expected benefits.

2. Background
Following a review of relevant literature, discuss the state of current knowledge on the topic and any gaps in the knowledge that make this study worth doing. Indicate how the research question has emerged to address the identified gap(s). How might the findings have clinical importance for the community?

3. Project Aims & Objectives
State what the project hopes to accomplish. What are the quantifiable objectives that enable the project to answer the research question?

4. Project Design and Methods
a. Design: 
i. Provide a clear statement and description about the chosen study method (e.g. secondary data analysis, randomised controlled study, prospective / retrospective / cross-sectional cohort study, observational, surveys, focus groups, interviews, action research etc). 

ii. How will the method / study design answer the project aims?

iii. If prospective participation is involved, what will participants have to do during the project, when and how often?


b. Participants:  Describe the target study population. Why has this population been chosen? 

c. Recruitment: How many participants are needed to support the research? What are the inclusion and exclusion criteria? From where are the participants (or their data) sourced? (e.g. inpatient, outpatient clinic, private rooms, research databases, clinical quality registries, medical records, hospital systems etc). How long will participants be involved in the project?  

d. Consent: How will participants be approached and who will approach them? What method of consent will be employed? What information will be given to participants (e.g. explanatory statement, participant information and consent form, survey or questionnaire etc)? Who will conduct the consent conversation and obtain participant consent? How can participants withdraw?

5. Data Management Plan To ensure the privacy and confidentiality of all participants and their data is protected, all studies must comply with the Health Records Act (Vic) (2001), the Privacy Act 1988, the Australian Code for the Responsible Conduct of Research (NHMRC, 2018) and the Cabrini Research Data Management, Access and Sharing Policy.

a. Data variables: What data variables will be collected? Provide a minimum dataset / list of data variables or a data dictionary.

b. Data collection: Who will collect the data? Do they have routine access to the data? Will the data collected be identifiable (e.g. Name, date of birth, address, phone number, UR number)? Can identifiers be replaced with a unique code? If the data is coded, where will the master keycode list be stored? How is the data secured and who is responsible for data security? For surveys and questionnaires, which Cabrini approved survey platform will be used?

c. Data storage: How will the data be collected and stored (electronically, paper, etc)? Where will it be stored (which location at Cabrini, which computer, on Cabrini’s server)? How long will data be stored after the completion of the project? How will the data be destroyed at the end of the required storage period? Provide justification if the storage period differs from Cabrini’s Data Management, Access and Sharing Policy.

d. Data access and sharing: Who will access the research data? Will the data and/or project results be shared externally? If so, with whom and in what form? What agreements are in place to allow this sharing?

6. Data Analysis
a. Justification of sample size: Describe how the sample size was determined. Was it based on a power calculation, or e.g. a convenience sample of all the people attending a clinic or program, or team of staff etc?

b. Analysis methods: How will the data be analysed, and what statistical methods will be employed? Cabrini employs a biostatistician who can be consulted to discuss the statistical analysis required.  

7. Dissemination
a. Sharing the results: Describe how others will be informed of the results e.g. publishing, conference presentations, external meetings etc.

b. Authorship and Intellectual Property (IP): Discuss authorship and IP considerations related to this project in line with Cabrini’s Authorship and Publications for Research policy, and Cabrini’s Intellectual Property policy respectively.




8. Ethical Considerations
The study must be conducted according to the NHMRC National Statement on Ethical Conduct in Human Research 2023, specifically in consideration of the risks outlined in Chapter 2.1. Will participants (or their data) be exposed to any risk or harm, discomfort, burden, inconvenience or a possible breach of their privacy?  

9. Funding / Budget
Provide details of any project funding received, or of services being offered in kind. Outline the plan for use of the funding on the project and how any shortfalls may be addressed.

10. References
Include any literature or web references that may have been cited in this protocol.

11. Appendices
List the documents to be provided to participants. Attach these documents at the end of the protocol in the form in which they will be presented to participants.

Useful resources: NHMRC National Statement of Ethical Conduct in Human Research (2023); Australia Code for the Responsible Conduct of Research (2018) 
Acknowledgements: Northern Health Research Protocol Template  
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