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	List of those conducting the activity

	
	

	
	


	
	

	Funding source if the proposed activity is grant funded

	
	

	
	


	
	

	Project Outline and Objectives (max 300 words)

	
	

	
	


	
	

	Methodology (including number of participants and method of recruitment)
(max 300 words) 

	
	

	
	


CONSENT

From the Quality Assurance Guidelines

	‘Adequate consent is obtained from participants or any institutions involved and the activity is consistent with National Privacy Principle 2.1(a). ‘Adequate’ consent may be explicit (for example, in writing) or implied (for example, by completing a survey). The NPP 2.1 (a) requires that any secondary purposes for using the information relate to the primary purpose for collecting it and that the person whose information it is could reasonably expect that this information would be used for the secondary purpose concerned.’ See the Quality Assurance Guidelines for sources of content. 

	


 (insert X in box)
	Q1
	Will adequate consent be obtained from participants, including participating institutions?
	
	Yes
	
	
	No
	


	Q2
	Is the proposed activity consistent with the National Privacy Principle 2.1(a)?
	
	Yes
	
	
	No
	


RISKS AND BURDENS
	Q3
	Is the burden on participants limited to their participation in the relevant care/program/professional activity? (That is, there will be no additional burden such as extensive interviews, lengthy questionnaires, persistent reminders, or intrusive questions.)
	
	Yes
	
	
	No
	


PRIVACY AND CONFIDENTIALITY

	Any participants’ records or information (eg. in databases, databanks, tissue banks) used in a quality assurance activity are accessed only by those with usual access for care or professional practice or access for a directly related secondary purpose and any person reviewing such information is bound by legislation or a code of ethics.’

	

	Q4
	Will access to participants’ records and information be consistent with the above principles? 
	
	Yes
	
	
	No
	


	Q5
	Will access to any personal information be limited to that required for relevant care or professional practice?
	
	Yes
	
	
	No
	


	Q6
	Is there effectively zero risk of a breach in the confidentiality of an individual’s personal information?
	
	Yes
	
	
	No
	


OVERLAP WITH RESEARCH

	Q7
	Is the proposed action simply the routine care or professional practice normally provided to the participant? (Any use of new interventions or devices that are not a routine part of current practice will require an application for approval by the HREC.)
	
	Yes
	
	
	No
	


	Q8
	Are the participants being treated as usual, with no randomisation of groups, control groups, or use of placebo interventions?
	
	Yes
	
	
	No
	


	Q9
	Is the information being collected about participants in the relevant care/program/professional activity limited to that which would be routinely collected? (Any requirement for more extensive information necessitating additional testing, such as collections of additional blood or tissue, physical or psychological testing, or longer interviews, will require an application for approval by the HREC.)
	
	Yes
	
	
	No
	


BROADER IMPLICATIONS

	Q10
	Are the rights, privacy, and professional reputation of any person or institution involved in providing the care/program/professional activity free from any risk of infringement?
	
	Yes
	
	
	No
	


ALSO
	Q11
	Are you able to answer ‘No’ to all of the following?
	
	Yes
	
	
	No
	

	Does your project involve :

	A focus on illegal activity or highly likely to discover illegal activity
	Yes
	
	
	No
	 

	Access to personally identifiable information/records without specific consent from the individuals to whom the information/records relate
	Yes
	
	
	No
	

	A focus on Aboriginal and Torres Strait Islander (ATSI) peoples, groups, communities or issues  
	Yes
	
	
	No
	

	A focus on women who are pregnant, and/or research involving the human foetus  
	Yes
	
	
	No
	

	Delivery of an innovation or intervention which is not standard practice in the study population
	Yes
	
	
	No
	

	A focus on people with a cognitive impairment, an intellectual disability, or a mental illness
	Yes
	
	
	No
	

	People highly dependent on medical care who may be unable to give consent, eg unconscious or too ill
	Yes
	
	
	No
	

	Access to human tissue samples (includes cell lines other than those acquired commercially) 
	Yes
	
	
	No
	

	Human genetic studies
	Yes
	
	
	No
	

	Human stem cells
	Yes
	
	
	No
	

	Use of drugs; alternative or complementary therapies or care; or surgical or other therapeutic or diagnostic procedures and devices
	Yes
	
	
	No
	

	Exposing people to ionising radiation
	Yes
	
	
	No
	


	Q12
	Is all data collected for the proposed activity de-identified and non-re-identifiable?
	
	Yes
	
	
	No
	


Additional Questions
	Q13
	If surveying staff or students beyond those involved in a course or program, has prior approval been obtained for the survey instrument from the DVC(A)?
	
	Yes
	
	
	No
	
	
	N/A
	


	Q14
	Have those whose data might be used been advised, in writing, to contact the Human Research Ethics Office if they have any complaints and given the phone number (02 4921 6333) and email address (human-ethics@newcastle.edu.au)?
	
	Yes
	
	
	No
	
	
	N/A
	


If you answered Yes to all Q1-12, and Yes or N/A to Q13 and Q14, the project appears to qualify as a quality assurance activity and does not require approval from the Human Research Ethics Committee.

Submit this application to the Human Research Ethics Office. They will check and register this application and send a confirmation within 5 working days if an ethics application was not needed. If the Ethics Officer has any concerns you will be notified that this application has been referred to the Chair/Deputy Chair for a decision. If not accepted by the Chair/Deputy Chair, then you will be given reasons why and advised to complete an ethics application form if you wish to proceed.
Submission:
1. ‘Save’ the entire document (including any supplementary information you are attaching such as surveys or invitations to be involved in the activity).

2. Send it from your personal email address. The covering email must include your email signature showing your name, position and organisation. Note: the application will not be accepted if sent from another person’s email address. The submission must come from the Team Leader, or in the case of student activity, their Supervisor. 
3. Send to: human-ethics@newcastle.edu.au[image: image1.png]




