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QUALITY ASSURANCE PROJECT APPLICATION FORM
Before you begin
1. Review the information on the Eye and Ear Quality Assurance Activity website
2. Case Report - Review the information on the Eye and Ear Case report website
3. Ensure you are using the most current Quality Assurance Project Application Form

4. Review the following documents

a. Ethical Considerations in Quality Assurance and Evaluation Activities (NHMRC; 2014)
b. National Statement on Ethical Conduct in Human Research (2007 updated in 2015)

5. Contact the Research Office if you have any questions.
SECTION A: PROJECT OVERVIEW

A.1
Project category
Specify the category of Quality Assurance activity for this project 

 FORMCHECKBOX 
  Clinical Audit

 FORMCHECKBOX 
  Quality Improvement

 FORMCHECKBOX 
  Health Service delivery evaluation

 FORMCHECKBOX 
  Case Report (only required when required by journal – usually more than 4-5 cases)

 FORMCHECKBOX 
  Other ___________________________________________________________________
A.2
Data use / collection

Specify the method of data use / collection for this project 

 FORMCHECKBOX 
  Use of data already collected by the Eye and Ear Hospital only (ie review of existing medical records) 
 FORMCHECKBOX 
  Prospective data collection

 FORMCHECKBOX 
  Survey / questionnaire

 FORMCHECKBOX 
  Interview

 FORMCHECKBOX 
  Other ___________________________________________________________________

The following questions may identify that the project needs ethical review by the Low Risk Research Subcommittee or the Human Research Ethics Committee.

	
	YES
	NO

	Does the project potentially infringe the privacy or professional reputation of participants, providers or organisations?
If yes, provide details
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the project involve the use of data for a secondary purpose?

If yes, provide details
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the project involve collecting information about the participant beyond that which is collected routinely? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Testing of non-standard (innovative) protocols or equipment
If yes, provide details
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Targeted analysis of data involving minority/vulnerable groups whose data is to be separated out of that data collected or analysed as part of the main QA/evaluation activity
If yes, provide details
	 FORMCHECKBOX 

	 FORMCHECKBOX 



SECTION B: PROJECT OVERVIEW

B.1
Project title 






	


B.2
Brief lay summary of the project

	


B.3
Multi-site projects

Is the project a multi-site project? That is, does the project involve recruitment of participants at more than one site and/or collection of information from more than one organisation?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

SECTION C: PERSONNEL AND CONTACT INFORMATION

C.1
List all personnel involved in this project

Copy this table and repeat for each member of the project team
	Role on this project
	

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Describe what this team member will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	email
	


Insert a table for each member of the project team
SECTION D: PROJECT DETAILS

D.1
Detailed project proposal
Either include the Project Proposal in the body of this document or attach as a separate document.
	Overwrite the instructional text below

The project proposal should include the following if relevant to the project
1. Background / literature review

2. Aim(s) / Hypothesis(es) / objective(s) of the project

3. Description of the benefit of the project

4. The issue, disease, procedure, health service delivery being assessed

5. Project design / methodology including data parameters being collected 

6. Start date and completion date

7. The number of medical records being accessed

8. Recruitment

a. Source of participants

b. Inclusion and exclusion criteria

c. Exactly how potential participants will be identified

d. Exactly how potential participants will be contacted and by whom, including whether the person making initial contact has any relationship to potential participants

e. The method(s) by which information is provided to potential participants (e.g. verbally, information sheet, fliers, posters, etc)

f. The setting in which information is provided (e.g. over the telephone, in a clinic or doctor’s surgery, through the mail, etc)

9. Consent

a. What type of consent will be obtained (written, verbal, implied)
b. Who will obtain consent from the participants
10. Details of any payments or reimbursements

11. Statistical analysis

12. Dissemination of results including whether any data be provided to external organisations



D.2
What are the possible risks, burdens or inconveniences that the participants may experience?

	


D.3
Adverse or unforeseen events

What procedures are in place to manage, monitor and report adverse and unforeseen events? Consider adverse events in relation to all aspects of the project, including (where applicable) participants, researchers and management of information.

	


Do not complete Section E if the project involves only use of data that has already been collected
SECTION E: PARTICIPANTS

E.1
Specify the number of participants

	 Site
	Participant group

Include ages if under 18 yo
	No. of participants

	
	
	

	
	
	


E.2
Consequences of participation

(a)
What are the potential or actual harms of participation (if any), including their likelihood and severity?

	


 (e)
Are there any potential benefits to the participants?

	


E.3 
Other ethical issues

Does the project present any other ethical issues with respect to participation? (e.g. issues related to illegal activities; indigenous or other special community or cultural groups; risks to third parties; etc)
	


SECTION F: COLLECTION USE DISCLOSURE OF INFORMATION

F.1
Identify the type of data to be collected, used and/or disclosed
	Action
Tick if yes
	Type of information
Tick if yes
	Consent from individual whose information it is

	 FORMCHECKBOX 
 Collection from individual whose information it is 
	 FORMCHECKBOX 
 Health
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	Refer to Note 2

	
	 FORMCHECKBOX 
 Personal 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Sensitive
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	 FORMCHECKBOX 
 Collection from a third party
Refer to Note 1
	 FORMCHECKBOX 
 Health
	 FORMCHECKBOX 
 YES 
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Personal 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Sensitive
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	 FORMCHECKBOX 
 Use
	 FORMCHECKBOX 
 Health
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Personal 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Sensitive
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	 FORMCHECKBOX 
 Disclosure
Refer to Note 3
	 FORMCHECKBOX 
 Health
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Personal 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	
	 FORMCHECKBOX 
 Sensitive
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	


Note 1 - Complete Supplementary Form – Privacy
Note 2 - Complete Supplementary Form – Privacy
If the project involves collection, use of disclosure without consent then your project will need to be reviewed by the LRRSC or HREC depending on the project plan/protocol.
Note 3 - Complete Supplementary Form – Privacy
If the project involves disclosure to a third party then your project will need to be reviewed by the LRRSC or HREC depending on the project plan/protocol.
F.2
General privacy related issues

F.2.1
How many records will be sourced and what is the source (e.g. medical record, participant in person) and the type of information that will be collected, used or disclosed (e.g. date of birth, medical history, number of convictions, etc.).  
Repeat for each source.

Source ___________________________________
Number of records ____________


Type of information 


F.2.2
Does the project involve the adoption of unique identifiers assigned to individuals by other agencies or organisations? 

☐  Yes
☐  No

If Yes, give details of how this will be carried out in accordance with relevant Privacy Principles (e.g. HPP7, APP 9).

F.2.3
Does the project involve trans-border (i.e. interstate or overseas) data flow?

☐  Yes
☐  No

If Yes, give details of how this will be carried out in accordance with relevant Privacy Principles (e.g. HPP9, APP 8).
	


F.2.4
For what period of time will the information be retained? How will the information be disposed of at the end of this period?

	


F.2.5
Describe the security arrangements for storage of the information. Where will the information be stored? Who will have access to the information?

	


F.2.6
Is data to be stored in a databank for future use

☐  Yes
☐  No

If YES, then complete Supplementary Form – Databanks 

F.2.7
How will the privacy of individuals be respected in any publication arising from this project?

	


F.2.8
Other privacy related ethical issues

Discuss any other ethical issues relevant to the collection, use or disclosure of information proposed in this project. Explain how these issues have been addressed.

	


SECTION G: PROJECT GOVERNANCE

G.1
Source of funding
How will this project be funded? List all sources of funds (e.g. commercial sponsorship, grant, departmental funds etc). If funded by the Department of Human Services, please specify the Branch providing the funding.

	Source
	Amount in $
	Status of Funds

	
	
	Application pending
	Funds Available

	
	
	
	


G.2
Supporting Departments

List the Supporting Departments involved in this project

	Name of Supporting department
	Head of Supporting Department letter or Form attached

	
	


Insert rows for each Supporting Department

G.3
Agreements (Memorandum of understanding / collaborative agreements etc)
If the project involves a third party, advise what agreements are in place to govern this project or explain why an Agreement is not being used for this project.
	Name of Third Party
	Agreement type

	
	


SECTION G: ATTACHMENTS

	Document
	Form section
	Yes
	No
	N/A

	Project Proposal (if separate document)
	D
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Participant Information Sheet (or equivalent)
	D
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Consent Form (or equivalent)
	D
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Head of Supporting Department Declarations
	G.2
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Agreement(s)
	G.3
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Supplementary Form - Privacy
	F.1
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Supplementary Form - Databanks
	F.2.6
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



SECTION H: DECLARATIONS

H.1
Declaration by Project Lead 

I accept responsibility for the conduct of this project.

I certify that all researchers and other personnel involved in this project are appropriately qualified and experienced or will undergo appropriate training to fulfil their role in this project.

As Project Lead, I will ensure that 

· progress reports are provided to the Research Office as requested, including a final report and a copy of any published material at the end of the project;

· the Research Office is notified in writing immediately if any change to the project is proposed, and approval is received before proceeding with the proposed change

· the Research Office is notified in writing immediately if any adverse event occurs after the approval of the HREC has been obtained.

As Project Lead, I will take responsibility for the confidential maintenance of records for a minimum of 5 years after completion of the project or as required by the institution.

Name of Project Lead: ……………………………………….

Signature



Date

H.2
Acceptance by Head of Department/Divisional Director/Authorised Institutional Official*

I certify that I have read the project application. 

My signature indicates that I support this research project.

Name of Head of Department (or appropriate person): ………………………………………

Name of Department (or relevant section): ………………………………………

Signature



Date

*Where a Project Lead is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible.  Project personnel who are also Department Heads or Divisional Directors must not approve their own research on behalf of the Institution.
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