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Checklist for Low Risk Ethical Review of a Research Project involving Human Participants

	Complete this checklist to determine if your proposed research project is eligible for a Low Risk ethical review. 

Please refer to the National Statement on Ethical Conduct in Human Research (2007, updated 2018) [NS].

Read the Policy: Ethics approval for research involving human participants and Procedure: Applying for Ethics approval (Low Risk review)


	Project Title:
	     


	Researchers:
	     



1.
Requires a Full HREC Review
If you answer YES to any of the following questions, your research project does not qualify for a low risk ethics review.

a)
Are you seeking to recruit participants from the following list:

	Children/Young people under 18years (researchers will have direct contact).                        [NS 4.2]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People highly dependent on medical care who may be unable to give consent.                     [NS 4.4]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People with a cognitive impairment, intellectual disability or a mental illness.                         [NS 4.5] 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Aboriginal and/or Torres Strait Islander peoples.                                                                     [NS 4.7]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People in other countries (researchers will travel overseas).                                                  [NS 4.8]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


b)
Does your research project involve any of the following:

	Potential for physical pain or injury as a result of participation.                                               [NS 2.1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Potential for psychological stress as a result of participation.                                                 [NS 2.1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Administering chemical compounds, drugs, biological agents or a medical device.         [NS 3.1 E1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Administering non-ionising radiation (e.g. X-ray)                                                               [NS 3.1 E1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Clinical innovative therapy or intervention, including clinical trials                                    [NS 3.1 E1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Collection and use of human biospecimens e.g. blood, body fluid, tissue samples.                [NS 3.2]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Collection and use of human genetic material.                                                                        [NS 3.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Focus on issues relating to Aboriginal and/or Torres Strait Islander peoples.                         [NS 4.7]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Using identifiable health information without the person’s consent.                                         [NS 2.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Using identifiable information without the person’s consent.                                                   [NS 2.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Funding by an agency which requires HREC approval involving community representation.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Funding by or involvement of an agency or sponsor where there is a commercial interest.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


2.
Likely to Require a Full HREC Review
If you answer YES to any of the following questions, your research project may not qualify for a low risk ethics review.
a)
Are you seeking to recruit participants from the following list:
	Women who are pregnant.                                                                                                      [NS 4.1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Children/Young people under 18 years                                                                                   [NS 4.2]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People in a dependent or unequal relationship with the researchers (e.g. lecturer/student, doctor/patient, teacher/pupil, counselor/client).                                                                       [NS 4.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People who may be involved in illegal activities.                                                                     [NS 4.6]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People in other countries.                                                                                                       [NS 4.8]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Residents of a custodial institution.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People with a physical disability or vulnerability.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	People unable to freely give informed consent due to difficulties in understanding information provided (e.g. language difficulties, unable to communicate).                                                [NS 2.2]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Members of a socially identifiable group with special cultural or religious needs or political vulnerabilities.                                                                                                                        [NS 1.11]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


b)
Does your research involve any of the following:

	Non-clinical interventions and/or therapies e.g. exercise programs, diet.                         [NS 3.1 E1]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Deception, concealment, partial disclosure or covert observation of participants.                 [NS 2.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Use of information available on the internet without consent (e.g. social media posts)   [NS 3.1 E4]                                                                                       
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Participant recruitment/selection via a third party or agency.                                           [NS 3.1 E2]                                                                                       
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Conflicts of interest or dual researcher-professional roles.                                                    [NS 5.4]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Analysis of stored human biospecimens e.g. blood, body fluid, tissue samples.              [NS 3.2.2]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Analysis of stored human genetic material.                                                                         [NS 3.3]
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Sensitive or controversial topics such as the following:

	· personal or sensitive cultural issues
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· grief, death or traumatic loss
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· depression, mood states, anxiety or any psychological disorder
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· mental health issues
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· eating disorders
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· body image
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· gambling
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· illicit drug taking and/or substance abuse
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· illegal behaviour
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· suicide
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· gender identity / sexuality
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· gender issues
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· aggression / violent behaviour
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· parenting issues
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· race or ethnic identity
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· disease or health related issue
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· fertility
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	· other personal or sensitive topics
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


Section 3.
Special Case Assessment
If you have answered YES to any item in Section 2 but still believe that, due to the particular nature of the project and the participants, the research project may still be eligible for Low Risk review, please provide details on your Special Case below. 
You must then submit this form to your School Research Committee (SRC) for consideration and approval of your Special Case. 
a)
Special Case Details

	     


Please note: The HREC may not agree with the approval of your Special Case by the SRC and can request that you submit a Full Review Application, if deemed necessary. 
	Name of UNDA Chief Investigator
	     


	Signature 
	     


	Date
	     



b)
Assessment of Special Case by School Research Committee
· The SRC has considered the Special Case details associated with this project and agree that the project is eligible for low risk review.
Comments:

	     


	Name of SRC Chair 
	     


	Signature 
	     


	Date
	     



Note: If the SRC Chair is also a named researcher on this project, the declaration must be signed by another authorised member of the SRC.
Include this form with your final completed low risk review ethics application.

Low Risk Checklist Form (September 2019)                                               
1 of 3                                                                                                                                              
Low Risk Review Checklist Form (updated September 2020)                                                                                                                                            4 of 4            

[image: image1.jpg]