
WOMEN’S & CHILDREN’S HEALTH NETWORK (WCHN)
HUMAN RESEARCH ETHICS COMMITTEE (HREC)
AUDIT APPLICATION
· Refer to Guidelines for the Preparation of Audit Submissions for clarification and details of the requirements.
· A single PDF of the application and any accompanying documentation should be emailed to: HealthWCHNResearch@sa.gov.au   There is no requirement to provide a hard copy.
AUDIT DETAILS (Note:  Please type)
	Title of proposed audit:



	Chief Investigator:

Position:

Department:


	Tel:



	Address for correspondence:


	Email:


	Others involved:

Name: 





Tel:


Name 





Tel:


Name: 





Tel:



	Email:

Email:

Email:

	Brief summary of project (extra pages may be attached if needed):
Note: Information to include: Background information, Aims, Project design/methodology, Selection (inclusion and exclusion) criteria, data collection.



THE QUESTIONS

	Q1
Consent
Are you planning to access personal identifiable information eg case notes without consent, for a purpose other than immediate patient care?
Note: 
If the answer is yes, you will need to make a public interest case for your project. For an explanation of how to make a public interest case please refer to the Guidelines for the Preparation of Audit Submissions. 

	No/Yes 



	Q2
Risks
Does the proposed audit pose any risks for patients beyond those of their routine care?

Note: 
Risks include not only physical risks, but also psychological, spiritual and social harm or distress, eg stigmatisation or discrimination.


	No/Yes

	Q3
Burdens
Does the proposed audit impose a burden on patients beyond that experienced in their routine care? 

Note: 
Burdens may include intrusiveness, discomfort, inconvenience or embarrassment, eg persistent phone calls, additional hospital visits or lengthy questionnaires.

	No/Yes

	Q4
Privacy
Is the proposed audit to be conducted by a person who does not normally have access to the patient’s records for clinical care? 

Note: 
The involvement of a clinical student who is a member of the team in any clinical setting, or involvement of an authorised quality assurance officer would be acceptable. However, the involvement of a student external to the clinical team would need further consideration.

	No/Yes

	Q5
Confidentiality
Does the proposed audit risk breaching the confidentiality of any individual’s personal information beyond that experienced in the provision of routine care?

Note: 
A quality assurance activity that requires a letter, fax or email to a patient, that includes sensitive health information, could lead to a breach of confidentiality if the communication is read by someone other than the proposed recipient.

	No/Yes

	Q6
Overlap with research
Does the proposed audit involve any clinically significant departure from the routine clinical care provided to the patients? 

Note: 
Application and evaluation of a new technology not previously used in the health service may need further consideration.


	No/Yes


	Q7 
Overlap with research
Does the audit involve randomisation or the use of a control group or a placebo?
Note: 
Proposals involving comparison with published or prior treatment results with other groups are acceptable if the proposals do not involve randomisation.


	No/Yes

	Q8 
Overlap with research
Does the audit seek to gather information about the patient beyond that collected in routine clinical care?

Note: 
Information may include observations, blood samples, additional investigations etc. Genetic studies or others that seek information about family members, relatives or contacts as well as the individual patient, require further consideration.


	No/Yes

	Q9
Broader implications
Does the proposed audit potentially burden, harm or infringe the rights, privacy or professional reputation of carers, health care providers or institutions?

Note: 
These issues should be considered by management and may have legal implications. Consideration may need to be given to relevant State or Territory legislation.


	No/Yes


PUBLIC INTEREST CASE (extra pages may be attached if needed)
	Please provide an argument as to why the public interest outweighs individuals’ interest in privacy. Note: In order to determine whether a public interest case is required please refer to the Guidelines for Preparation of Audit Submissions.



DECLARATIONS
	1. Chief Investigator
To the best of my knowledge the answers to the questions above are true and correct and where I propose to use potentially identifiable data/information I will not use any other database to discover the personal details corresponding to any of those UR numbers.

Signed (Chief investigator):_________________________________
Date:________________

Name of Chief Investigator (printed):

2. Division
In providing certification you are ensuring that all involved departments and areas have been made aware of and can accommodate the project. Certification does not relate to the scientific or ethical considerations of the project. Where there are resource implications, this section must also be endorsed by the Divisional Chief or delegate.

Note: Please note divisional certification should not be provided by the Chief Investigator if the Chief Investigator and the Head of Department are one and the same person.  In such cases divisional certification should be provided by a delegate or Divisional Director.

Signed (Head of Department):______________________________
Date:________________

Name of Head (printed):

Comments:
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