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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 governance approval your project requires. If your project qualifies as a CRGO QA or QI project, complete this Quality Initiative Protocol Template and a Quality Initiative Application Form, and email these documents to researchgovernance@cabrini.com.au. Retrospective review is prohibited.

	Project Title:

	Protocol Version no: 

	Protocol Creation date:



	1
	Project Lead Full Name 
	

	2
	Department, Unit or Service
	

	3
	Project Lead Contact Information 
	Email:
Phone:

	4
	Other project team members names, title/designation
	

	5
	Background

	a.
	What issues have been identified that led to this project? How were the issues identified? 

	
	


	b.
	Have there been any previous projects or work undertaken that have tried to address this same issue? How will this project differ from current practice or currently available literature? Or, describe if and how the project is implementing evidence from current literature. 

	
	


	c.
	Why is this project important? How will it improve patient care or a practice or processes within the hospital?

	
	


	d.
	What NSQHS Standards or other key guidelines / standards does this project relate to? 

	
	


	6
	Project Aims 

	a.
	What are the aim(s) of the project? 

	
	


	b.
	What are the key activities that will occur to address these aims?

	
	


	7
	Project Design and Methods

	7.1
	Participant Recruitment 
No new (prospectively acquired) data can be collected, apart from anonymised responses via staff and/or patient participation in simple surveys or questionnaires (Likert scale, Yes/No satisfaction surveys) under the QA/QI review pathway. 

	a.
	Staff and patients (consumers) are considered participants if their data is being accessed, collected and analysed. Describe if your project will use existing data collected as part of routine care, or if data will be prospectively collected from participants via simple surveys or questionnaires.   

	
	


	b.
	Which participants are being targeted? (E.g. Is their selection based on professional role, training, age, disease type, admission type, ward etc). What are the inclusion and exclusion criteria that will determine if a participant is eligible?

	
	



	c. 
	How many participants are needed for the project?

	
	


	d. 
	Where active participation in simple surveys or questionnaires is required, how will participants be made aware about the project and their ability to be involved?

	
	


	e.
	Who will conduct the data collection and/or deliver the informed consent discussion for projects involving active participation?   

	
	


	7.2
	Project Procedures

	a. 
	What methodology (e.g. Model for Improvement) and procedures will be used to carry out the project?

	
	


	b.
	If participants are involved in the project, what will they have to do, when and how often? 

	
	


	c.
	What roles and tasks will the Project Lead be undertaking? 

	
	


	d.
	What tasks will the other team members be involved with?

	
	


	7.3
	Data Management Plan: How you Collect, Store, Share & Destroy Data
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 Cabrini Research Data Management, Access and Sharing Policy, and Cabrini’s Privacy Policy.

	a.
	What data will be collected and from where will it be sourced (e.g. from medical records, webPAS, a simple questionnaire or survey)?

	
	


	b.
	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?

	
	


	c.
	How will the data be collected and stored (electronically, paper, etc)? Where will it be stored (location at Cabrini, within a Cabrini system such as MARS, a specific computer, Cabrini server)?

	
	


	d.
	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. 

	
	


	8
	Data Analysis

	a.
	What sample size are you aiming for? How did you determine this sample size?

	
	

	b.
	How will the data be analysed (e.g. charts, methods, software)? 

	
	

	c.
	How do you plan to share your results: Describe how you are intending to inform others of the results e.g. publishing, conference presentations, external meetings etc.

	
	

	9
	Ethical Considerations

	
	[bookmark: _GoBack]Will participants be exposed to any risk of harm, burden, inconvenience or a possible breach of their privacy? Examples of harm include psychological, spiritual, cultural and social harm. Burdens may include intrusiveness, discomfort, or embarrassment. Inconvenience may involve persistent phone calls/emails, frequent bedside visits or lengthy questionnaires.   
If the activity involves more than assessing or comparing current, existing practices it may be categorised as research and, if so, would require ethics review and approval. Review the NHMRC’s Ethical Considerations in Quality Assurance and Evaluation Activities. 

	
	


	10
	Funding / Budget

	
	Provide details of any project funding you have received, or of services being offered in kind. Outline how you plan to use the funding on the project and how any shortfalls may be addressed.

	
	


	11
	References

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