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WSLHD HUMAN RESEARCH ETHICS COMMITTEE

QUALITY ASSURANCE / AUDIT

APPLICATION FORM & CHECKLIST
For enquires:

	Kellie Hansen

Research Office Manager

Research Office

Level 2, REN Building

Westmead Hospital

Telephone:  9845 8183

wslhd-researchoffice@health.nsw.gov.au
	


WSLHD QA SUBMISSION FLOWCHART

Steps to assess whether your project requires ethical review by the WSLHD Human Research Ethics Committee or sign off by Department Head 
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Quality Assurance / Quality Improvement/ Audit Checklist (the Checklist)
To decide whether or not a proposed study is a Quality Assurance / Quality Improvement / Audit or research project, the following checklist should be completed and included with your application (otherwise QA projects cannot be assessed by the HREC)

	Consent
	

	1. Has the participant provided informed consent?

2. Is the activity consistent with the National Privacy Principle 2.1 (a), regarding use and disclosure of personal information?

Note: The project can only be undertaken if the participant has provided informed consent or if the activity is consistent with the National Privacy Principle 2.1 (a). If both questions 1 and 2 are answered ‘No’, then the project cannot be approved by the HREC.
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 

Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	3. Is there any real or perceived undue pressure placed on participants in the recruitment procedures?  (Is the approach to participate made by the researcher who is also the treating clinician?)
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	Risks and Burden
	

	4. Does the proposal pose any risk for the participant beyond those of their routine care?  (Includes physical, psychological, spiritual, and social harm or distress, e.g. stigmatization or discrimination)
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	5. Does the proposal impose a burden on participants beyond that experienced in their routine care? (Includes intrusiveness, discomfort, inconvenience or embarrassment, e.g. persistent phone calls, additional hospital visits, or lengthy questionnaires)
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	Privacy and Confidentiality
	

	6. Will the proposed Quality Assurance / Audit activity be conducted by a person who does not normally have access to the participant’s (i.e. patient’s) record for clinical care or a directly related secondary purpose? (Involvement of a clinical student who is a member of the clinical team/setting or authorized Quality Assurance / Audit officer is acceptable.  A student external to the clinical team will require consideration by the HREC).
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	7. Does the proposal risk the privacy of the participant beyond that experienced in the provision of routine care? (Provided the researcher reviewing the records is bound by legislation or a professional code of ethics and its use is directly-related for secondary purposes and is within the expectations of the participants; this question can be answered in the negative).
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	8. Does the proposal risk breaching the confidentiality of any participant’s personal information, beyond that experienced in the provision of routine care? (Activities that require letters, fax or email to a patient, that includes sensitive health information, or could lead to a breach of confidentiality if that communication is read by a third party require HREC approval).
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	9. Is it possible for the participants and, where applicable the institution (in multi-institution studies), to be identified? 
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	Overlap with Research
	

	10. Does the proposal involve any clinically significant alteration to the routine clinical care provided to the participants? (Application and evaluation of new technology not previously used requires HREC approval). 
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	11. Does the proposal involve randomization, the use of a control group or a placebo? (Comparison of standard routine procedures/interventions with the outcomes of published or prior treatment results is acceptable if there is no randomization involved in participants receiving such procedures/interventions).
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	12. Does the proposal seek to gather information beyond that collected in routine clinical care?  (Includes observations, blood samples, additional investigations etc. Genetic or other studies that seek information on family members, relatives or contacts as well as the patient require HREC approval).
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	13. Does the proposed activity potentially infringe the rights, privacy or professional reputation of carers, health care providers or institutions? (Consideration should be given to potential legal implications and relevant State or Territory legislation with respect to legal privilege for a Quality Assurance / Audit body).

Note: If any question from 3 to 13 is answered ‘Yes’, then the project most likely represents a Research study and would therefore need to be submitted as such to the Western Sydney Local Health District Research Office for full consideration by the Human Research Ethics Committee.
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 


	14. Will the proposal generate data that are likely to lead to publication in peer-reviewed or professional journals? 
	Yes   No
  FORMCHECKBOX 
    FORMCHECKBOX 



Notes: 

· Either Question 1 or 2 must be answered ‘Yes’.  Researchers should familiarize themselves with National Privacy Principles regarding use and disclosure of personal information.
· If all questions from 3 to 13 above are answered ‘No’, but Question 14 is answered ‘Yes’, then the proposal should be forwarded to Western Sydney Local Health District Scientific Advisory Committee for consideration as a Quality Assurance / Audit project..
· If responses to all questions from 3 to 14 are 'No’, then no ethical risks have been identified with this project and no HREC review is required; please proceed to Department Head ‘sign off’’ and do not submit your project for HREC review.
Additional comments for consideration: Attach list if required.

QUALITY ASSURANCE / QUALITY IMPROVEMENT/ AUDIT DETAILS

Single Site Only – a separate application should be submitted for each WSLHD site
Please complete all sections below.

	Full title of project:


	

	Short title:
	

	Principal Investigator 
	Prof / A/Prof / Dr / Mr / Ms (please indicate which)

	Department
	

	Email Address
	

	Contact Person
	

	Email Address
	

	List of additional personnel (Co-Investigators) involved / dept:
	Prof / A/Prof / Dr / Mr / Ms (please indicate which)


	Duration of project:
	Estimated start date:


	Estimated finish date:

	Site / Department/s where research is to be conducted:
	ie  department / hospital / building name – SINGLE SITE ONLY


1. SUMMARY/OUTLINE


Please provide an outline/summary of the proposed activity and methodology:  Include the following information in brief: 

· Description of the project;

· Description of the sample

· Analysis of the approach 

· Methodology of the data to be collected

· Expected outcome.

(Provide more detail in the Study Protocol, to be submitted with this application, developed in line with the SPIRIT Checklist)
2.
PRIVACY

It is necessary for you to complete this part of the application form in order to ensure that you comply with the Health Records and Information Privacy Act (NSW). This enables the HREC to properly assess the protocol under the Act; and ensures the HREC meets its statutory obligations to report to the Privacy Commissioner on its activities under the Act. The Department Head must also be satisfied that you comply with the Privacy Act.

2.1
Is there a requirement for the researchers to access personal information from a medical record or other document, collect, use or disclose information of a personal nature (either identifiable or potentially identifiable) about individuals without their consent  (Tick which applies) – 
- From State departments or agencies? eg NSW public hospital      
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

- From Commonwealth departments or agencies?      
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

- From other third parties, such as non-government organisations? 
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If researchers intend to collect patient information from  medical records the ‘Yes’ box for State departments or agencies should be ticked and Questions 2.2, 2.3, 2.4 and 2.5 answered
If you ticked ‘Yes’ to one or more of the above boxes, please state what information will be sought and how many records will be accessed
	


 2.2
Is there a requirement for the researchers to access, collect, use or disclose personal health information about individuals which is identifiable or potentially identifiable without obtaining their consent?  This includes the collection of information from medical records and/or other documents which identify patients. 

 Yes  FORMCHECKBOX 
     If answered YES – please answer questions 2.3, 2.4 and 2.5.

 No   FORMCHECKBOX 
     If answered NO – go to 2.6
 2.3
Indicate the reason(s) why de-identified information cannot be used (Tick which applies)
	
	The project involves linkage of data


	
	Scientific deficiencies would result if de-identified information was used.  Please provide 

details.

	
	


Other. Please provide details

	


 2.4
Why is it impracticable to obtain the consent of the individual to the collection, use or disclosure of their health information? (Tick which applies)
	
	The size of the population involved in the research.

	
	

	
	The proportion of individuals who are likely to have moved or died since the health information was originally collected.

	
	

	
	

	
	The risk of introducing potential bias into the research, thereby affecting the generalisability and validity of the results.

	
	

	
	

	
	The risk of creating additional threats to privacy by having to link information in order to locate and contact individuals to seek their consent.

	
	

	
	

	
	The risk of inflicting psychological, social or other harm by contacting individuals with particular conditions in certain circumstances.

	
	

	
	

	
	The difficulty of contacting individuals directly when there is no existing or continual relationship between the organisation and the individuals.

	
	

	
	

	
	The difficulty of contacting individuals indirectly through public means, such as advertisement and notices.

	
	

	
	

	
	Other – please give details below


	


 2.5
Explain why the collection, use or disclosure of this information is in the public interest, and why the public interest in the project substantially outweighs the public interest in the protection of privacy. 

	


2.6
Will a study code be generated?  If using potentially identifiable or identifiable information to code participant records, this must be included in the Consent Form. 
Yes
 FORMCHECKBOX 


If yes, please give details

No
 FORMCHECKBOX 

	


2.7  
Will the subjects be video/audio taped or will any other electronic medium be used?

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

2.8 How will the investigators protect the privacy of the participants and their personal details specifically relating to all patients that attend WSLHD sites (eg a locked filing cabinet)?
	


2.9
Storage & Security of Information relating to all WSLHD sites.  Please complete the following:

	 Security of data storage:

	Location of stored data:

	  Format of stored data:

	  Duration data will be kept:  (Please note, NH&MRC guidelines specify data be retained for at least 5 

   years post publication)


	Method of destruction of data:


2.10  
Does the project involve the transfer within or outside Australia of a subject’s personal information? (eg date of birth, initials, name and/or address being transferred in a serious adverse event form or a Case Report Form)
Yes       FORMCHECKBOX 

if yes, complete the following table 

No        FORMCHECKBOX 




	 Specify type of information (as detailed above)?



	  Where and how will the information be transferred from and to whom?



	  How will the patients’ information remain confidential during the transfer process?




2.11 Please confirm that information which identifies individuals or from which an individual’s identity can be reasonably ascertained, WILL NOT be published in any generally available publication?

Yes
 FORMCHECKBOX 
 
Confirmed published data will not identify participants. As the 

Publication of identifiable data is not permissible under the Act

DECLARATIONS PAGE
	Declaration by Principal Investigator

I have reviewed the proposed activity with the checklist provided and the activity is classified as quality assurance. It does therefore not require a full research application to the WSLHD HREC. 

I understand should any changes be made to the original activity as outlined above that I should contact the Research Office for advice on whether or not a full research application would be subsequently required. I will also advise the Research Office of any changes in writing so these may be reviewed.

	PRINCIPAL INVESTIGATOR’S NAME 
	Prof / A/Prof / Dr / Mr / Ms


	DEPARTMENT:
	

	SIGNATURE:
	
	DATE:


	Declaration by Department Head   

Please note: The Principal Investigator or a Co-Investigator cannot sign off as Department Head on their own project or one in which they are named.  If the Principal Investigator or a Co-investigator is the Department Head, then this declaration must be signed off by the person to whom he/she reports.  

I certify that:

· I am familiar with this project and endorse its undertaking as a QA project

· The resources required to undertake this project are available; 

· The personnel involved have the skill and expertise to undertake this project appropriately. 

	DEPT HEAD (NAME):
	

	SIGNATURE:
	
	DATE:


Please ensure the declarations page is completed prior to submission to the Research Office.  
QA SUBMISSION COVER SHEET

Please submit this page with your QA submission
List all documents included in this application – to be submitted with all QA applications to  

wslhd-researchoffice@health.nsw.gov.au 
Project Title:  
Principal Investigator / Dept:

	√ or

N/a
	Documents submitted
	Date



	
	Application form including Checklist and Declarations Page


	

	
	Study Protocol demonstrating how collecting this data will inform / improve clinical practice and what steps will be taken to disseminate data within a quality improvement framework.


	Version / Date

	
	Data Collection Sheet giving details of what data is being collected (there is no template for this – you need to construct one)


	Version / Date

	
	Other (please specify)


	Version / Date

	
	Submission fee - $50 (Internal Submission Fee form, or receipt)


	


Internal QA / Audit Application 
Submission Fee Transfer Form
(for Western Sydney Local Health District internal submissions only)

To be submitted with QA / Audit application documentation
QA / Audit Project Title:  __________________________________________

_______________________________________________________________
QA / Audit Application Fee

Please arrange to charge the amount of $50.00 to Cost Code

 ________________- ___________   in payment of the QA / Audit Application

submission fee for the above project.

Chief Investigator’s Name (please print)   _____________________________

Signature ___________________________________Date   _______________

Authorised by:
Department Manager (please print)  ___________________________________   

Signature ___________________________________Date ________________




Proposals for Quality Assurance (QA) Projects that require HREC review








Applicant still unclear if project comprises any ethical risks or issues that require HREC review and approval – To seek clarification from QA committee by submitting documents for consideration





Apply the Checklist on Pages 3 and 4 of this application to identify any ethical risks or issues that require HREC review and approval





No QA/QI/Audit review by HREC identified








QA/QI/Audit review by HREC identified





You will be required to complete the WSLHD QA/QI/Audit Application Form for Department Head signature and submit to the HREC for review 





Proceed with project upon signed endorsement from the Department Head





Complete the attached Checklist and WSLHD QA/QI/Audit Application Form and submit to the Department Head for sign-off





Proceed with project once HREC approval is obtained








T:\RESEARCH OFFICE\ETHICS\FORMS\HREC FORMS\QA GUIDE AND APPLICATION\WSLHD QA Application form & Checklist June 2017.doc          
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