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QUALITY ASSURANCE/AUDIT REGISTRATION FORM 

Purpose: This Form is to register a Quality Assurance or Audit activity instigated by an Eastern Health Principal Investigator and to enable publication of de-identified data outside of Eastern Health. 
Audits are generally retrospective, however prospective audits can be conducted in some circumstances. Audits do not involve the collection of new raw data from a patient either in person, through a survey/questionnaire nor can they be instigated by an external person.

Quality Assurance/Audit projects are approved for a year from registration unless otherwise stated. Final reports are not required– these should be maintained by the Principal Investigator. 
	Checklist for Quality Assurance/Audit
	Yes
	No

	Reference: NHMRC 2014 – Ethical Considerations in Quality Assurance and Evaluation Activities

Eastern Health requires Quality Assurance/Audit activities to be registered with the Office of Research and Ethics.

	1
	Does the proposed activity pose any risks/burden for patients beyond those of their routine care?
	
	

	2
	Is the proposed activity to be conducted by a person who does NOT normally have access to the patient’s records for clinical care or a directly related secondary purpose?     
	
	

	3
	Does the proposed activity risk breaching the confidentiality of any individual’s personal information beyond that experienced in the provision of routine care?
	
	

	4
	Does the proposed activity seek to gather information about the patient beyond that collected in routine clinical care?
	
	

	5
	Does the proposed activity involve any clinically significant departure from the routine clinical care provided to the patients?
	
	

	6
	Does the proposed activity involve randomisation or the use of a control group or a placebo?
	
	

	7
	Does the proposed activity compare cohorts or vulnerable groups?
	
	

	8
	Does the proposed activity potentially infringe the rights, privacy or professional reputation of carers, healthcare providers or institutions?
	
	

	9
	Does the proposed activity test non-standard (innovative) protocols or equipment?
	
	

	10
	Does the proposed activity involve contacting patients that is not part of routine care by any means, including but not limited to, telephone, mail or email, and therefore the patient would be unaware that such contact will be made? Will the contact be made by individuals who would not normally make such routine contact?  
	
	

	If “No” to all of the above, the activity will require Quality Assurance/Audit Registration only. Please complete this Quality Assurance/Audit Registration Form.
After reviewing the Registration Form and confirming the criteria for a Quality Assurance or Audit activity have been met the Office of Research and Ethics will provide a letter which states that: 
Your project has been considered by the Eastern Health Office of Research and Ethics and is deemed to have met the criteria for a Quality Assurance or Audit activity. As per NHMRC (2014) guidelines Ethical Considerations in Quality Assurance and Evaluation Activities there is no requirement for HREC Review.



(1) PROJECT OVERVIEW






Full project title:      
Brief summary of the project in plain language (no more than 50 – 100 words)
	     


(2) INVESTIGATOR DETAILS AND CONTACT INFORMATION

List all Investigators involved in this project (Student Investigators must be supervised by an Eastern Health Principal Investigator).
Principal Investigator (If there are more than one Principal Investigator, please add tables.)

	Title and Name
	     

	Appointment
	     

	Department/Institution
	     

	Role in this project
	     

	Phone
	     

	Email
	     

	Relation to Eastern Health
	Current employee  FORMCHECKBOX 
     Dual Appointment  FORMCHECKBOX 
       
Other (Please specify)  FORMCHECKBOX 
:     


Other Investigators (including Associate investigator, students, etc. If there are more than one Other Investigators please add tables.)
	Title and Name
	     

	Appointment
	     

	Department/Institution
	     

	Role in this project
	     

	Email
	     

	Relation to Eastern Health
	Current employee  FORMCHECKBOX 
     Dual Appointment  FORMCHECKBOX 
       
Other (Please specify)  FORMCHECKBOX 
:     


Access to data
Given that audits are conducted by personnel who have access to data as per Health Privacy Principles 1 and 2 it is unlikely that external investigators can be approved to conduct audits/quality assurance activities. In the case of external investigators a Low/Negligible Risk application should be considered as too the need for a confidentiality agreement.

For projects involving the collection of data from identifiable records:
 (3) PARTICIPANT RECORDS
(3.1) Total number of participants records to be reviewed at Eastern Health:      
Break down the number of participants for each Eastern Health site eg Angliss Hospital, Box Hill Hospital, Maroondah Hospital, etc. 
	Site
	No. of participants

	     
	     

	     
	     

	     
	     

	     
	     


 (3.2) Participants – Details
Brief description of participants including their age range.
	     


(3.3) Identifiable Sources of Information – Please note that data must be de-identified following collection. Only de-identified data can be used for publication purposes.
	Source
	Information required

	e.g medical records, carers
	e.g. names, date of birth,  medical history

	     
	     

	     
	     

	     
	     


(add more rows if required)

 (4) COLLECTION/USE/DISCLOSURE OF INFORMATION

(4.1) General issues - If data is to be published then it will need to be kept for 5 years.
Describe the security arrangements for storage of the project information. 
· Where will the information be stored? 
· Who will have access to the information? 
· Include details for paper and electronic information. 
	     


For what period of time will the project information be retained? 
	     


How will the information (paper and electronic) be disposed of at the end of this period?

	     


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

	     


(4.2) Dissemination of Results – Only de-identifiable data is able to be published.

Please outline the publication plan if any. 
	     


 (5) SIGNATURES 

(5.1) Investigators
By signing and submitting this Registration Form investigators confirm the following:
· All details entered in this Registration Form are correct to the best of my/our knowledge

· This project will only commence once the Quality Assurance/Audit activity is registered by the Office of Research and Ethics
· This project will be conducted in accordance with the protocols and procedures as described within the Registration Form and under Eastern Health policies and guidelines

· All data collected from or about participants will be kept confidential
Name of Principal Investigator      
Signature
      


Date      
Name of Investigator       
Signature
      


Date      
Name of Investigator        
Signature
      


Date      
[Repeat for each investigator]

(5.2) Head of Department
I certify that I have read this Registration Form. 

My signature indicates that I support this Quality Assurance/Audit activity.

Name of Head of Department:      
Name of Department:      
Signature      



Date      
*Where an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible.

Submit Registration Form to ethics@easternhealth.org.au.  
We aim to register your Quality Assurance/Audit activity within 5 working days. If you have not heard from us within this time frame please contact 9895-3100.
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