Negligible Risk Expedited Ethical Review

A research project may be classified as `exempt from ethics review' if certain criteria can be met. 

	Negligible and low risk research

	Negligible and low risk is described in the National Statement as:

	Negligible risk
	Where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is no more than inconvenience

	Low risk 


	Where the only foreseeable risk is one of discomfort.

	What is Inconvenience?

	Inconvenience is less serious than discomfort. 


	Examples of inconvenience may include:

· Completing an online anonymous survey containing non-sensitive questions

· Observing people using a public space 

· Analysing de-identified datasets




Please complete the following checklist:

	
	
	

	1.
	Is the consent from participants inadequate, or is the activity inconsistent with National Privacy Principle 2.1(a)?


	

	2.
	Does the proposed research pose any risks for patients beyond those of their routine care?


	

	3.
	Does the proposed q research pose a burden on patients beyond that experienced in their routine care?


	

	4.
	Is the proposed research 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?


	

	5.
	Does the proposed research risk breaching the confidentiality of any individual’s personal information, beyond that experienced in the provision of routine care?


	

	6.
	Does the proposed research involve any clinically significant departure from the routine care provided to the participants?


	

	7.
	Does the proposed research involve randomization or the use of a control group or placebo?


	

	8.
	Does the proposed research seek to gather information about the patient beyond that collected in routine care?


	

	9.
	Does the proposed research potentially infringe the rights, privacy or professional reputation of carers, health care providers or institutions?


	

	10.
	Do you require an ethical review in order to publish your data?


	


· If you answered NO to all of the above questions, the proposal does not need consideration by a full HREC.

· If you answered YES to any of the above, it still may be a QA study. Please provide further details for consideration as to the project’s suitability for expedited ethical review.
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