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[bookmark: _GoBack]For researchers using this process for the first time we strongly recommend booking an appointment with the NH Research Development and Governance Unit (RDGU) staff prior to submission. 

NH supports the understanding that Quality Assurance (QA) projects are exempt from review by a Human Research Ethics Committee (unless there is a requirement of waiver of consent). However, if dissemination by conference presentation or publication outside of Northern Health is envisaged, this QA Form will enable RDGU to provide you with a registration number that is commonly a requirement for external publication.

Please email a copy of the completed and signed form and any relevant documents to ResearchDGU@nh.org.au


Note: Prior to assigning a Principal Investigator (PI) for this project, please refer to the Principal Investigator Requirements at Northern Health.


1. QA Project Declaration

A key characteristic of projects eligible for the QA approval pathway is that they assess processes in relation to an established standard of care. 

The following criteria must be satisfied for a project to be classified as QA:
· Evaluation of data collected as part of routine clinical care or service delivery
· Retrospective or prospective collection of data already recorded in the medical record to assess the quality or effectiveness of an investigation or intervention against a known standard
· No prospective recruitment or randomisation of participants
· No risk to participants or organisation or breach of confidentiality
· Project restricted to Northern Health
· Participants records (medical records, databases, data/tissue banks) used for these activities may only be accessed by those with usual access (through routine clinical care or professional practice) or by those with a directly related secondary purpose.

Note - By definition, any requirement for either a patient or a staff member to collect new data or undertake any additional non-standard activity means it is not a QA activity.

By signing below, I certify that I have considered the above criteria for a QA project, and that my project below qualifies for a QA proposal.


	
Name of Northern Health Principal Investigator

	

	Signature of Northern Health Principal Investigator
	











2. INVESTIGATIONAL TEAM
Northern Health Principal Investigator
	Title and name
	

	NH appointment
	

	NH Department/Unit
	

	NH site(s)
	

	Phone
	

	Email (nh.org.au)
	



Co-Investigator /Author (Copy/paste cells as required for additional investigators) 
	Title and name
	

	NH appointment
	

	NH Department/Unit
	

	NH site(s)
	

	Phone
	

	Email
	


Note: A representative from each department involved in the project should be included.
(Copy/paste Table above if more than one Co-Investigator)

Student Investigator (If applicable)
	Name
	

	University
	

	Role in this project
	

	Email address
	

	Qualification being undertaken
	

	Has a student confidentiality agreement been signed?
	☐ Yes, provide signed agreement  
☐ No, provide details of reasons not required 

	Student signature & date
	

	Student Academic Supervisor Name & Position
	

	Academic Supervisor signature & date 
	



(Copy/paste Table above if more than one student investigator)

External Applicant (if applicable - copy/paste cells as required for additional investigators)
	Name 
	

	Position
	

	External Organisation 
	

	External Department
	

	Role in this project
	

	Email address
	

	Signature & date 

	

	Has an agreement been signed?
	☐ Yes, provide signed agreement  
☐ No, provide details of reasons not required 



(Copy/paste Table above if more than one external applicant)
3. PROJECT OVERVIEW

3.1 Project Title 
	[bookmark: _Hlk137822696]



3.2 Description of Proposed Activity
	Version Date: 
	Version Number: 

	3.2.1 Project Protocol     
Attach a detailed description of the project comprising of:
· Background & rationale
· Aims & objectives
· Nature of the data to be collected with details about protection of confidentiality and privacy
· Analytical plan 
· Risks & Ethical Issues (including mitigation and management)
· Dissemination plans  
 

	3.2.2 Data management Plan
 Please provide a data management plan for retention and archiving and destruction Ensuring compliance with the Health Records Act (Vic) (2001) Here & Australian Code for the Responsible Conduct of Research (2018) as applicable Here.





4. ETHICAL CONSIDERATIONS

	Please summarise any ethical considerations below. A full description of any possible ethical issues related to this QA activity should be provided in the protocol. 









5. GOVERNANCE CONSIDERATIONS

	
5.1 Resources and Finance 
· 5.1.1 Are there any resourcing or financial implications associated with undertaking this project? E.g. obtaining grant or external/internal funding to undertake the project 

☐ Yes; please provide details
☐ No 

· 5.1.2 Have you discussed the project with and sought support from the relevant HoDs and Research Leads at NH?

☐ Yes; please provide names and positions/departments:
☐ No; please explain:



6. DECLARATION AND SIGNATURES

I/We, the investigator(s) identified below, certify that:
· The information provided in this application is true and correct and that I/we agree to adhere to all relevant legislation and guidelines during conduct of this activity.

· The project adheres to the principles laid down in the most recent NHMRC Statement on Ethical Conduct in Human Research, Australian Code for the Responsible Conduct of Research and The Declaration of Helsinki. 
· Additional information about the project, for the purposes of ensuring patient privacy and ethical conduct, will be provided if requested by the NH Research Development and Governance Unit.
· The NH Research Development and Governance Unit will be notified in writing immediately if any changes to the project are proposed that would impact on its ethical consideration, and the project will not proceed until approval is obtained.
· No data capable of identifying a particular individual will be published.
· The investigators named below take responsibility for maintaining the confidentiality of the medical records accessed and any personal, health or sensitive information contained within those records.

· Any patient personal information collected, used and disclosed will be done so in accordance with the Northern Health Privacy Policy (https://www.nh.org.au/privacy-policy/)
	
Name of Northern Health Principal Investigator

	

	
Signature of Northern Health Principal Investigator

	

	
Date of signature 

	



	Declaration by Head of Department directly involved in the QA project
• A Head of Department may delegate responsibility to an appropriate staff member.
• An investigator must not approve their own research on behalf of their department. If an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible.




I, the Head of Department (or delegate) identified below, certify that:

· I have read the QA project application named above.

· I have discussed this QA project, and the resource implications for this department, with the Principal Investigator.

· All investigators/students from my department involved in the QA project have the skills, training and experience necessary to undertake their role.

· There are suitable and adequate facilities and resources for the QA project to be conducted at this site.

· I support this QA project being carried out using such resources.


	Name of Northern Health Head of Department (or delegate)
	

	Department and Position
	

	Signature of Northern Health Head of Department (or delegate)
	

	Date of signature 
	



  (Copy/paste Table above if more than one department is directly supporting this project)
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