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REMOVE THIS PAGE BEFORE SUBMITTING
[bookmark: _Toc99525552]About this Form
This application form should be used by staff and student researchers seeking ethical approval for human research projects (lower risk or higher risk review). If your project is exempt from review, or meets the criteria for expedited review, you do NOT need to submit this form (See HREC guidelines and procedures to determine level of review).
[bookmark: _Toc99525553]Completing the Form
This form can be completed on your computer. Use the tab key to move to areas in the form that require a response and enter your response. The response area will expand to fit the content you are entering. Click inside a checkbox to record a Yes/No response.
[bookmark: _Toc99525555]Authorisations
Please check that you have obtained all required signatures before submitting the application. All researchers involved, internal and external, must provide their signature. Part A (Section 1) of all applications must be signed by the Associate Dean (Research). If projects have been peer-reviewed, researchers must provide evidence to the Associate Dean (Research) (e.g., peer feedback summary or acknowledgement).
[bookmark: _Toc99525556]Submitting the Application & Attachments
Principal Researcher to submit one electronic copy in PDF only to the HREC Secretary via the email listed below. Before submitting your application, please check that you have attached all the required supplementary documentation in the order in Section 8 of this form.  Please append all attachments (e.g., Plain Language Information Statement, questionnaires, advertising material, etc.) to this application form and submit all required documentation as a single PDF file.  
	HREC Secretary  
Cairnmillar Institute
Email: hrec@cairnmillar.edu.au  


[bookmark: _Toc99525557]Deadlines
Higher risk applications must be submitted to the HREC Secretary by the submission cut-off date prior to the monthly meeting that will be considering your application. Please refer to the HREC Calendar for meeting dates listed on myCMI website.  Lower risk applications may be submitted at any time.
[bookmark: _Toc99525558]Notification of Outcome
CMI Researchers will receive notification of the outcome from the HREC Secretary. 
Do not commence research until written approval has been received from the HREC.
Note: All signatures must be obtained before submitting the application. Unsigned applications will not be accepted.
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The Cairnmillar Institute
HUMAN RESEARCH ETHICS COMMITTEE - APPLICATION FORM 

[bookmark: _Toc165358947]PART A: Project Overview
[bookmark: _Toc165358948]Section 1: School Recommendation (Part A only: Methodology and Feasibility)
[bookmark: _Toc99525561]1.1 Peer Review: Has this project (as described in Part A) been reviewed by peers? 
☐Yes     ☐ No    	If yes, please provide details (e.g. Honours Research Peer Review Panel) AND provide feedback/evidence about the outcome of the review where appropriate to the Associate Dean (Research) 
	


[bookmark: _Toc99525562]
1.2 Declaration by Associate Dean (Research)
[bookmark: _Toc99525563]Researchers are responsible for ensuring this section is completed and signed by the Associate Dean (Research) prior to submission of the application to HREC. If this section is not completed and signed, the application will not be submitted for review.
	(1) The Researcher(s) has/have the necessary qualifications, experience, and access to facilities to conduct the research proposed and to deal with any emergencies and contingencies that may arise.
(2) The project fits within the overall research scope of the Institution.  
(3) Methodology and feasibility of project is appropriate
(4) Following HREC approval of the project, I authorise the researcher(s) to undertake the project. 

Recommend the project be classified as:
 ☐Lower Risk and reviewed by the Lower Risk Review Subcommittee 
 ☐Higher Risk and reviewed by the full HREC Committee

Note:  The Cairnmillar HREC will make the final determination of whether the proposed project is Lower Risk or Higher Risk.  The researchers’ decision to submit as Lower Risk or Higher Risk, and the Associate Dean’s recommendation of Lower Risk or Higher Risk, can be overridden by the HREC at their discretion.

	Comments/Provisos: 

	Associate Dean (Research)

Signed: ……………………………………………………    Date  ......./…...../.........

Please print name:……………………………………………………………………..

*N.B.  If the ADR is a named researcher on the project, then this declaration must be signed by the Dean or nominated member of staff


If this section is not completed and signed, the application will not be submitted for review.




[bookmark: _Toc165358949]Section 2: Project Description and Methodology Overview
	2.1 Full Project Title: 
	




	Brief Title: (if applicable - e.g., use on PLIS, advertising, consent forms): 
	




	2.2 Expected Completion Date:
	





2.3 Type of Research: 

 ☐ Staff Research    ☐ Student Research    ☐ Other; please describe: ____________________
2.4 Does this project involve any of the following? If you answer YES to any of the questions in this section, your research will not likely meet the lower risk criteria and may require full HREC review (higher risk review).  

Note:  Some potential participants may be at increased risk of harm because of specific characteristics or circumstances, the nature of particular research projects and/or how these interact.  The National Statement requires researchers and reviewers to consider potential sources of increased risk arising from the characteristics and circumstances of individual participants when viewed in the context of a specific research project. This approach is based on the understanding that increased risk is not an ‘either/or’ binary state, nor is being at increased risk a fixed characteristic of any particular individual or group. Rather, it is a matter of degree; increased risk exists on a spectrum and may arise from multiple sources.

	Criteria
	YES
	NO

	Any physical / psychological / devaluation of personal worth / social / cultural / economic / legal risks greater than discomfort or inconvenience (short or long term) resulting from participation or use of data in this project
	☐
	☐

	Interventions or therapies 
	☐
	☐

	Human genetics 
	☐
	☐

	Human biospecimens, including adult stem cells
	☐
	☐

	Pregnancy, the human fetus or human fetal tissue
	☐
	☐

	Children and young people
	☐
	☐

	People highly dependent on medical care who may be unable to give consent
	☐
	☐

	People experiencing physical disability or serious physical ill-health 
	☐
	☐

	People experiencing mental ill-health
	☐
	☐

	People with a cognitive impairment or an intellectual disability
	☐
	☐

	People who are neurodivergent
	☐
	☐

	People in dependent or unequal relationships
	☐
	☐

	Research where it is foreseeable that researchers may discover illegal activity
	☐
	☐

	Research conducted in other countries (excluding use of crowdsourcing websites such as MTurk)
	☐
	☐

	People involved in illegal activities
	☐
	☐

	Sensitive / contentious issues (e.g., suicide, trauma, violence)
	☐
	☐

	Research conducted during natural disasters, public health emergencies or other crises
	☐
	☐

	Use of identifiable / coded health information without participant consent (e.g., medical records)
	☐
	☐

	Data linkage research
	☐
	☐

	Research with Aboriginal and Torres Strait Islander people and communities.
Note:  
It is important that research with Aboriginal and Torres Strait Islander people and communities is led and governed by Aboriginal and Torres Strait Islander people and communities, and that meaningful engagement with participants and communities is undertaken and ongoing
Essential guidance for researchers involved in such research includes:  
Chapter 4.7 of the National Statement on Ethical Conduct in Human Research; NHMRC’s Ethical Conduct in Research with Aboriginal and Torres Strait Islander Peoples and Communities: Guidelines for Researchers and Stakeholders (2018); Keeping Research on Track II (2018); AIATSIS Code of Ethics for Aboriginal and Torres Strait Islander Research (2020); and A Guide to Applying The AIATSIS Code of Ethics for Aboriginal and Torres Strait Islander Research (2020), produced by the Australian Institute of Aboriginal and Torres Strait Islander Studies (AIATSIS).


	☐
	☐



According to the 2025 National Statement on Ethical Conduct in Human Research:
Lower risk research is categorised as:

1. Minimal risk (no risk of harm or discomfort; potential for minor burden or inconvenience); or 
2. Low risk (no risk of harm; risk of discomfort; may involve foreseeable burden)
Higher risk research is categorised as:
1. Greater than low risk (risk of harm; may involve foreseeable burden); or
2. High risk (risk of significant harm; may involve foreseeable burden) 

In considering the level of risk associated with the proposed research, researchers should consult all relevant sections of the 2025 National Statement, including Chapter 2.1 which provides examples of risk of harm and discomfort (e.g., psychological harm includes feelings of worthlessness, distress, guilt, anger, fear or anxiety related, for example, to disclosure of sensitive information, or an experience of re-traumatisation) and Section 4 (Ethical Considerations Specific to Participants in Research).

2.5 Type of application review

2.5.1 Based on the above information and consideration of your responses in the table in section 2.4, will you be submitting your project for:
 ☐  Lower Risk Review  or   ☐  Higher Risk Review (full HREC)

2.5.2  Are you seeking a rapid ethics review of the proposed research on the grounds of the research being conducted in response to a current or recent natural disaster, public health emergency, or other crisis?  See Chapter 4.8 of the 2025 National Statement for guidance. 
☐  No
☐  Yes    If yes, briefly describe the natural disaster, public health emergency, or crisis.  When you email the ethics application to HREC Secretary, please indicate in the email subject that you are seeking a rapid ethics review.
	




2.6 [bookmark: _Toc99525565]Researchers Details 

[bookmark: _Toc99525566]Principal Researcher (The Principal Researcher must be a current staff member at the Institute. For student projects, the main Cairnmillar supervisor should be listed as the Principal Researcher)
	Title & Name:
	

	Position:
	

	Phone number:
	

	Email address:
	

	Academic qualifications:
	

	Describe experience relevant to the proposed research
	


[bookmark: _Toc99525567]
Student Researcher (copy and paste, or delete, as needed)
	Title & Name:
	

	Student Number: 
	

	Current course (including organisation if not from Cairnmillar)
	

	Phone number:
	

	Email address:
	

	Academic qualifications:
	

	Describe experience or training relevant to the proposed research (e.g., training relevant to conducting research interviews or focus groups)
	


[bookmark: _Toc99525568]
Co-Researcher (copy and paste, or delete, as needed)
	Title & Name:
	

	Position (include  organisation if not from Cairnmillar)
	

	Phone number:
	

	Email address:
	

	Academic qualifications:
	

	Describe experience relevant to the proposed research
	



2.7 Has funding been obtained for this project?  		
☐ Yes      ☐ No 	If yes, provide name of funding body or agency and the relevant project number.
	


2.8 Is this project a Multi Centre Research Project?  

☐ Yes      ☐ No  	If yes, please indicate which other institutions are involved in the project:
	


2.9 Are facilities at the primary research location appropriate for the scientific needs of the research?  						
☐Yes     ☐ No    	If no, please elaborate. 
	


2.10  Does the research involve recruiting participants or collecting data at other organisations?
☐Yes      ☐No 	
If yes, please provide details below (including organisation name(s), contact name and position).  Researchers are responsible for obtaining permission from each organisation prior to approaching participants. Copies of approval letter(s) to be attached to this application if available, or if pending at the time of submission, forwarded to HREC.
	


2.11  Will this project be submitted to other Human Research Ethics Committees? 	

☐Yes      ☐No 	If yes, please indicate which other HREC: 
	



2.12  Lay Description (Project Overview, Research Aims and Potential Significance)

Provide a brief outline of the project describing in everyday, jargon-free language the key aspects of the research (i.e., brief background about issue being addressed, what information will be collected and by what means).  Define any technical terms or discipline-specific phrases and use the full form of all acronyms the first time they are used. State the aims, research objectives, key research questions and significance of the project. Where relevant, state the specific hypothesis to be tested. Comment on the potential significance of the project in terms of contribution to existing knowledge, treatment, disease prevention, health promotion or social improvement (500 words max.).
	



2.13  Who are the target participants? Tick as many as apply:

	 ☐Students and/or staff of The Cairnmillar Institute

	 ☐Adults (over the age of 18 years and competent to give consent)

	 ☐Children/legal minors (under the age of 18 years) 

	 ☐Older adults

	 ☐Individuals from non–English-speaking backgrounds
 ☐Asylum seekers or people from a refugee background

	 ☐Pensioners or welfare recipients

	 ☐Individuals experiencing mental ill-health or cognitive impairment associated with diminished autonomy and/or diminished capacity to provide informed consent

	 ☐Individuals experiencing serious physical ill-health or a physical disability

	 ☐Patients or clients of professionals

	 ☐Individuals who are subject to restrictions imposed by institutions such as prisons, detention centres or youth justice facilities, or parolees 
 ☐Children who are in out-of-home care and/or wards of the state 

	 ☐Individuals with a compromised capacity to give consent 

	 ☐Aboriginal and/or Torres Strait Island communities

	 ☐Other collectives where leader/council of Elders may need to give consent
 ☐Other: (provide detail)  ______________________________


2.14  Participants and sample size: 
How many groups of participants will be involved in the study (e.g., students, control group, treatment group)?  What is the total sample size (if more than one group, how many participants per group)?  Provide justification for your proposed sample size (e.g., calculation based on statistical power).  
	 


2.15 [bookmark: _Toc99525569] Participant Recruitment: 
What is the proposed recruitment method? Tick all that apply. A copy of all recruitment materials used (advertisements, radio/television transcripts, posters, letters of invitation) must be attached to this application.  It is the responsibility of researchers to ensure that recruitment materials comply with Cairnmillar branding requirements.

	 ☐Mail out
	 ☐Email

	 ☐Telephone
	 ☐Personal contacts

	 ☐Snowballing
	 ☐Participants approached in person by research team

	 ☐Participants from a previous study who consented to be contacted about participation in future research (as outlined in the ethics documentation for previous study)

	 ☐Direct recruitment by a third party (e.g., employer, doctor) 
      Have you attached a copy of the letter requesting their assistance and/or the letter confirming
      their willingness to assist?   ☐Yes    ☐No

	 ☐Advertisement (including online posts to forums, newsletters)
     Have you attached a copy of the advertisement?   ☐Yes    ☐No

	 ☐Online panel provider or crowdsourcing platform.  

    Please specify the name:  

	 ☐Other (describe):  



2.16  Provide an outline of the proposed data collection method and data analyses: 
Include details of the data collection techniques, tasks participants will be asked to do, and how the data will be analysed. If using a questionnaire, how will this be returned? If the project includes any procedure that is beyond already established and accepted techniques, please include a description of the procedure.  (300 words max). 

	

	


2.17  Provide details of the materials to be used in the study:
E.g., instruments used, questions asked, intervention protocols. Please provide evidence of suitability of any selected measures (e.g., reliability, validity).  Attach any relevant materials with the application. (200 words max).

	





[bookmark: _Toc165358950]PART B: Project Details
[bookmark: _Toc165358951]Section 3: Participant Recruitment and Consent
Please copy, paste, and complete the following section (questions 3.1 to 3.9 for each group of participants 
Group 1
3.1 [bookmark: _Toc99525572]Participant group name/label  (e.g., students, control group, intervention group)
	 


3.2 [bookmark: _Toc99525573]Describe who the participants in this group are (including age range, gender, country of residence, and other inclusion criteria).  How will participants be identified and where will they be recruited from?  Describe any processes for screening potential participants.
	


3.3 [bookmark: _Toc99525574]Do you have any criteria for exclusion from this participant group? 
[bookmark: _Toc99525575] ☐Yes    ☐No 	If yes, describe and justify any exclusion criteria
	


3.4 [bookmark: _Toc99525576]How will you obtain the contact details of participants from this group? Tick all that apply
	 ☐From the participants themselves
	 ☐From a public domain source

	 ☐Participants are not requested to provide contact details

	 ☐From a private or third-party source
Have you attached a copy of the approval letter?  ☐Yes    ☐No

	 ☐Other (describe)


3.5 [bookmark: _Toc99525577]How will you obtain informed consent from this group of participants? Tick all that apply.

Note:  The practice of seeking delayed or deferred consent to participation in research or seeking retrospective consent after some or all components of the research have been completed is not ethically permissible (National Statement Paragraph 4.5.7).

	 ☐Implied consent e.g., return of an anonymous survey

	 ☐Signed Consent Form – Must be attached with this application 

	 ☐Recorded verbal consent

	 ☐Written record (e.g., note by researchers) 

	☐The researchers are seeking approval to employ an opt-out approach, rather than seeking explicit consent.
Please provide a justification for employing an opt-out approach and describe how this will be implemented:


	☐The researchers are seeking approval for a waiver of the requirement for consent, rather than seeking explicit consent.
Please provide a justification for waiving the requirement for consent:


	☐Other (describe):

	The following options are relevant to participants who are under 18 years of age:

	 ☐ For infants who are unable to take part in discussion:  Parent/guardian consent will be obtained

	☐ For young children who are able to understand some relevant information and to take part in limited discussions:  Parent/guardian consent AND child assent will be obtained

	☐ For young people of developing maturity who are able to understand the relevant information, although more vulnerable because of a decreased ability to safeguard their own interests:  Parent/guardian consent AND young person assent will be obtained 

	☐ For young people of developing maturity who are able to understand the relevant information, and for whom parental/ guardian consent is not possible:  Young person assent will be obtained

	☐ For mature young people who are able to understand the relevant information and, due to their maturity, have the ability to safeguard their own interests: Young person consent will be obtained.

	☐ Standing Consent (please describe settings and procedures for standing consent from a parent or guardian):



3.6  If the research involves recruiting people who are under 18 years of age: 
 
(i) Describe how the research team will assess the child or young person’s maturity and capacity to provide assent or consent to participation in the research;

(ii) Describe the format and content of any proposed discussions with children or young people about the research and, if appropriate, the potential implications of participation (or not) in the research; 

(iii) Indicate how consent, assent or the outcome of any proposed discussions will be documented.


	







3.7 What is the scope of consent that the researchers will be seeking from this group of participants?
Guidance on scope of consent is provided in the 2025 National Statement 2.2.14 to 2.2.18 
	☐
	Extended consent, i.e., consent given for the use of data or tissue in future research projects that are extensions of, or closely related to, the current project or in the same general area of research

	☐
	Unspecified consent, i.e., consent given for the use of data or tissue in any future research

	☐
	Specific consent, i.e., consent limited to the current project under consideration.
Please justify the use of specific consent:

Paragraph 3.1.49 of the 2025 National Statement states:  In the absence of justifiable ethical reasons (such as respect for cultural ownership or unmanageable risks to the privacy of research participants) and to promote access to the benefits of research, researchers should collect and store data or information generated by research projects in such a way that they can be used in future research projects.



3.8 Are the researchers proposing to obtain consent using limited disclosure?
Limited disclosure means not revealing all the aims and/or methods of the research at the time of obtaining consent from participants.  Consider the guidance provided in National Statement Chapter 2.3.
☐Yes    ☐No	 If yes, how will the researchers ensure that the research meets the guidance provided in National Statement 2.3.1 to 2.3.3
	



3.9 Who will be approaching potential participants to invite them to participate in the study and who will obtain consent from participants? How much time will potential participants have to consider whether they will participate?

	




3.10 Will there be an opportunity to confirm or re-negotiate consent during the research project?

Confirming or re-negotiating consent may be particularly appropriate when: children or young people are involved; the capacity of participants changes; the terms of the consent change; and/or action research methods are used.
☐Yes    ☐No 	  If yes, detail the process for confirming or re-negotiating consent.  


All Participants / Groups
3.11 Do any of your participants or groups have any cultural needs (e.g., specific consultation and engagement requirements; specific consent or recruitment arrangements or sensitivities) 

[bookmark: _Toc99525578] ☐Yes    ☐No 	If yes, please explain
	


[bookmark: _Toc99525579]
3.12 Will you be offering financial payment or any other incentives (e.g., prize ‘raffle’) to any participants?	
[bookmark: _Toc99525580][bookmark: _Toc99525581] ☐Yes    ☐No  
If yes, provide details, including how you will ensure compliance with any Government regulations regarding prize draws / raffles / lotteries. 
	


[bookmark: _Toc99525582]3.13  Is there a pre-existing unequal and/or dependent relationship between any of the participants and anyone involved in recruiting and/or collecting data?      
[bookmark: _Toc99525583] ☐Yes    ☐No 
[bookmark: _Toc99525584]If yes, please explain the relationship and the steps to be taken by the researchers to ensure that the participants’ participation is purely voluntary and not influenced by the relationship in any way.  
See Chapter 4.4 of the 2025 National Statement for guidance regarding reducing risk associated with dependent or unequal relationships. E.g., Where the researcher has a pre-existing relationship with potential participants that could be considered a potential conflict of interest, it may be appropriate for an independent person to engage in discussions about participation in and/or obtain consent for the research.
	


[bookmark: _Toc99525585]3.14 What advice is provided to participants during the informed consent process regarding their right to withdraw from the study and how is this advice provided?

	


[bookmark: _Toc99525586]
3.15 What advice is provided to participants during the informed consent process regarding the scope of consent to use of their data (i.e., specific consent, extended consent, or unspecified consent) and how is this advice provided?

	




3.16  Apart from the items already addressed in Section 3, describe any further ethical issues regarding the approach to consent, and strategies for addressing and managing these issues. 
	





3.17 Have you attached a copy of the Plain Language Information Statement (PLIS) for each group of participants? See checklist/ guidelines in Section 8 with which the PLIS must comply.
[bookmark: _Toc99525587] ☐Yes    ☐No   If no, please provide an explanation.  
Note:  Researchers should consider whether information about the research is best communicated to participants through speech, writing, visually, in some other way, or a combination of these (see 2025 National Statement 5.3.6).  

All materials used for the process of obtaining informed consent (and, if applicable, assent) must be provided with the ethics application.  
	







[bookmark: _Toc165358952]Section 4: Data Collection Procedures
4.1 Please indicate how the data will be collected? Tick as many as apply.
	 ☐Questionnaire / Surveys – attach a copy with this application
	 ☐Interviews or focus groups – attach a list of topics and questions (e.g., interview guide)

	 ☐Observation of participants 
	 ☐Photography or videography

	 ☐Other (describe)


4.2 In addition to the methods indicated in 4.1, will the research also involve any of the following activities? Tick as many as apply.
	 ☐Observation of participants without their knowledge

	 ☐Audio - or video-recording of interviewees or events

	 ☐Access to personal and/or confidential data (including student, patient or client data) without participants’ specific consent

	 ☐Administration of any stimuli, tasks, investigations or procedures which may be experienced by participants as physically or mentally painful, stressful or unpleasant during or after the research process

	 ☐Performance of any acts which may diminish the self-esteem of participants or cause them to experience embarrassment, humiliation or regret

	 ☐Investigation of participants involved in illegal activities

	 ☐Procedures that involve deception of participants

	 ☐Administration of any substance or agent

	 ☐Use of non-treatment or placebo control conditions

	 ☐Collection of body tissues or fluid samples

	 ☐Collection and/or testing of DNA samples
☐Testing a medical/diagnostic device
☐Participation in a health-related intervention

	☐Participation in a clinical trial.  Provide phase number (i.e., either 1, 2, 3 or 4): ____________
☐CTN Trial
☐CTX Trial
Notes: 
Researchers who are considering undertaking a clinical trial must consult with the Associate Dean (Research) for advice in the early stages of trial conceptualisation and planning.
For any research project that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects on health outcomes, researchers must register the project as a clinical trial on a publicly accessible register complying with international standards (see information on the International Clinical Trials Registry Platform (ICTRP) on the World Health Organization website) before the recruitment of the first participant (see National Statement Paragraph 3.1.7).

	


4.3 How much time will you ask of participants for each group, and when will the time be required? E.g., 15 minutes before class
	


4.4 For collection of new data, where will the data be collected and by whom? 
E.g., CMI meeting rooms by student researcher
	



4.5 For use of existing data that does NOT meet the conditions for exemption from ethics review, describe the dataset/database (e.g., custodian; location; whether the dataset comprises personal information or data that has undergone a de-identification process; the data elements that will be extracted from the dataset, and who will be extracting the data?

See paragraphs 5.1.15 to 5.1.18 of the 2025 National Statement for guidance about the conditions for exemption from ethics review.  If the proposed study meets these conditions, submit an ‘Exemption from Human Research Ethics Review Form’, rather than the current ethics application form. 

	







[bookmark: _Toc165358953]Section 5: Risk Management 
5.1 What are the likely benefits to participants and/or to the community as a result of this research being conducted? This may include direct and/or indirect benefits.
	


5.2 What are the potential risks for participants involved in this research and the risk management procedures that will be put into place.  
Consider all potential risks (e.g., physical, psychological, devaluation of personal worth, social, cultural, legal, economic) associated with the proposed research. For legal risks, consider whether or not the project involves subject matter or conduct that may give rise to legal vulnerability of participants or researchers. 
See Chapter 2.1 of National Statement for an overview of risk and some types of harm. Guidance about risks for specific populations is provided in Section 4 of the National Statement. 

	Physical: 
Psychological: 
Devaluation of personal worth (e.g., including being humiliated, manipulated or in other ways treated disrespectfully or unjustly): 
Social: 
Cultural:  
Economic: 
Legal:  


5.3 What are the risk management procedures that will be put into place to address risks listed in 5.2.  
Note that risks should be clearly outlined in the PLIS with appropriate management procedures (e.g., contact details of appropriate persons / services). 
	 


5.4 Are there any specific risks to researchers or others in the community (besides participants)?  Consider individual, group, community, societal and global risks.
[bookmark: _Toc99525590] ☐Yes    ☐No 	    If yes, please describe risks and explain risk management procedures
	


5.5 Are facilities at the research location(s) appropriate to meet any physical, emotional or other needs of participants that result from their participation?   
[bookmark: _Toc99525591] ☐Yes    ☐No 	If no, please elaborate.
	


5.6 Describe any additional support you may need to provide participants during or after the study, depending on risks to participants.   
	


5.7 Will participants be provided debriefing after participation in the project?   
[bookmark: _Toc99525592] ☐Yes    ☐No 	If yes, explain the debriefing process. Attach any material to be used for debriefing.
	


5.8 Has the Principal Researcher ensured that all other researchers have undergone a police check and a Working with Children check, if necessary?  
[bookmark: _Toc99525593] ☐Yes    ☐No  	 ☐N/A  	
5.9 How will the conduct of the project be monitored to ensure it conforms to the procedures set out in this application, the Institute’s human ethics guidelines and the 2025 National Statement on Ethical Conduct in Human Research?  
(Example, supervision meetings to monitor conduct of student projects) 
	


5.10 Will parts of this project be carried out by independent contractors? 
E.g., transcription services for interview/focus group recordings.
☐ Yes   ☐ No 	
[bookmark: _Toc99525595]If yes, detail how the independent contractors will be made aware of their responsibilities arising from the approved ethics protocol.
	






[bookmark: _Toc165358954]Section 6: Information Protection (Privacy, Data Access, Storage & Security)
Please give attention to implications for compliance with legislative requirements and government guidelines pertaining to the jurisdictions in which the proposed research will be undertaken.  Key documents for research undertaken in Victoria, Australia include but are not limited to:
· Guidelines Approved under Section 95A of the Privacy Act 1988, produced by the NHMRC
· Statutory Guidelines on Research Issued for the Purposes of Health Privacy Principles produced by the Victorian Government
· National Health and Medical Research Council Act 1992 (Commonwealth)
· Health Records Act 2001 (Victoria) 
· Privacy and Data Protection Act 2014 (Victoria) 
· 2025 National Statement on Ethical Conduct in Human Research
· Australian Code for the Responsible Conduct of Research (2018)
6.1  Indicate the degree of identifiability of information/data that will be collected or accessed for this project.
As noted in the 2025 National Statement, “The identifiability of information is a characteristic that exists on a continuum. This continuum is affected by contextual factors, such as who has access to the information and other potentially related information, and by technical factors that have the potential to convert information that has been collected, used or stored in a form that is intended to protect the anonymity of individuals into information that can identify individuals. Due to technological advances, risks may arise in relation to data and/or information that has never been labelled with individual identifiers or from which identifiers have been permanently removed”.
Tick as many that apply. 
	 ☐Participants will be completely anonymous (i.e., researchers will not know the identity of participants and participants will be required to return responses with no form of personal identification).

	 ☐Samples or data will undergo a process of de-identification (i.e., identifiers are removed from data and replaced by a code, with no record retained of how the code relates to the identifiers).

	  ☐Samples or data will undergo a reversible process in which identifiers are removed and replaced by a code that may be used if necessary by those handling the data, thus making it possible to link the code to the original identifiers and identify the individual to whom the sample or information relates.

	  ☐Audio/video-recordings of participants (e.g., interview recordings; focus group recordings) will be deleted after transcripts of the recordings have been verified as accurate against the recordings.

	  ☐Details that could be used to identify a participant (e.g., names of people and places; personal characteristics or roles) will be removed from qualitative data transcripts

	 ☐ Participants will have the option of being identified in publications arising from the research.

	  ☐Participants will be referred to by pseudonym in publications arising from the research.

	 ☐Personal information will be obtained from a Commonwealth department or agency (If yes, you will need to comply with the requirements of the Privacy Act 1988).

	☐Personal information will be obtained from a state or territory government department or agency 

	☐Personal information will be obtained from a private service provider

	  ☐Any other method of protecting the privacy of participants (e.g., use of direct quotes with specific, written permission only; use of real name with specific, written permission only).  
Please describe: 




6.2 Who will / may have access to the data and for which reasons? Tick all that apply and ensure this is clearly outlined in the PLIS
	 ☐Named researchers for the current proposed research, and future research if extended or unspecified consent is obtained from participants.

	 ☐Organisation data manager (for storage purposes only)

	 ☐Non-CMI third party (e.g., using online survey tool, online data analysis tool, transcribers, translators, etc)
If selected, provide details: 

	 ☐Non-named researchers who have approval from the Principal Researcher to access deidentified data for research purposes only

	 ☐Other (please describe any other conditions under which access to the data may be granted to others): 


6.3 Will some or all of the research data be made openly or publicly available or shared with other researchers at some time in the future? 
Research data refers to the data, records, files or other evidence that comprise a research project’s observations, findings or outcomes, including primary materials and analysed data. Please be aware that some journals require de-identified raw data to be made available to peer-reviewers and/or placed on a public data repository as part of the publication process.  It is also increasingly common for funding agencies to require the sharing of research data either via open access arrangements or via forms of mediated access controlled by licences.
 ☐Yes    ☐No  	If yes, how and what will be shared, and for what purpose?  Note that this information needs to be clearly outlined in the PLIS.
	


6.4  Describe any contractual and licensing arrangements and confidentiality agreements regarding data management.
	


6.5 Have you included appropriate information on the legal limitations of protecting confidentiality in the PLIS and consent form, if relevant? (Confidentiality of information provided can only be protected within the limitations of the law and depending on the research proposal, you may need to state these limitations specifically – e.g,. subpoena, freedom of information claim, mandated reporting by some professions, etc.)
[bookmark: _Toc99525597] ☐Yes    ☐No     ☐N/A  	If no, how will participants be advised?  
	


6.6 Which of the following methods will be used to protect data security? Tick all that apply.  
	  ☐Data will be kept in locked filing cabinets.  

	  ☐Data and identifiers will be kept in separate, locked filing cabinets.

	  ☐Data on computer files will be accessed by password only

	  ☐Data will be stored in the Institute’s Cloud storage

	  ☐Other (please describe) 



6.7 Does data storage comply with the Australian Code for the Responsible Conduct of Research?  
 ☐Yes    ☐No  	If no, explain why not.  
	


6.8 Are the data access, retention and security arrangements detailed in the PLIS and consent form? 
 ☐Yes    ☐No  	If no, explain why not.  
	



6.9 Will the data be kept for a minimum of five years from the date of research publication? 
 ☐Yes    ☐No		If no, explain how long the data will be kept and why.  
	


6.10 Will the data be destroyed after the minimum retention period of five years? 
☐Yes    ☐No   	
6.11 If applicable, how will the data be disposed of when it is no longer required and by whom? 
	






[bookmark: _Toc165358955]Section 7: Communication of Research Findings / Results
7.1 Indicate the format(s) in which the research findings will be published and/or communicated to peers and colleagues. Tick as many as apply:
	 ☐Thesis
	 ☐Conference paper / presentation / poster

	 ☐Journal article(s)
	 ☐Dataset made available 

	 ☐Book / book chapter
	

	 ☐Other (Please explain)

	 ☐None (Please explain)


7.2 How will participants and organisations be able to access the results?


7.3 Indicate the format(s) in which the research findings will be communicated to participants and organisations, if required or requested. Tick as many as apply.
	 ☐Published findings (e.g., thesis, journal article, book or chapter, conference paper)

	 ☐Written summary of results

	 ☐Presentation to participants, community or group

	 ☐Other (Please explain)

	 ☐None (Please explain)


7.4 Indicate the level of participant deidentification used in communication of research results to others (e.g., participants, peers) 
	 ☐Completely deidentified summary form (i.e., no individual can be identified)

	 ☐Deidentified summary form, but in a manner which may allow some individuals to be potentially identified

	 ☐Identified form, or in a manner which may allow some participants to be identified




7.5 Are there any restrictions on publication or dissemination of research findings? 
☐No    ☐Yes	  If yes, please describe and explain these restrictions.
	



7.6  Will individual results from the research (e.g., results of potential significance to the health of participants) be communicated to individual participants?
☐No   	In the box below please explain your rationale for selecting No 
☐Yes	In the box below please explain your rationale for selecting Yes, and describe the plan for communicating results.  (See Paragraphs 3.1.62 to 3.1.64 of the 2025 National Statement for guidance).
	



	



[bookmark: _Toc165358956]Section 8: Checklists 

[bookmark: _Hlk521575306]8.1  Please check that the following documents are attached to your application and ensure that each document starts on a new page. Check all the boxes accordingly. If the research project includes recruitment of participants from external agencies, a letter of support must be attached to the application or, if pending at the time of submission, forwarded to HREC. 
All relevant documents to be appended to this application prior to submission in PDF format.
	Are the following documents attached (i.e., included in the PDF)?
	Yes
	No
	N/A

	Recruitment materials (advertisement, flyers) 
	[bookmark: Check125]
	
	

	Plain Language Information Statement (PLIS)
	[bookmark: Check126]
	
	*

	Consent form 
	[bookmark: Check127]
	
	

	Evidence of external approvals related to the research (e.g., letters of support, approval from organisations or external ethics committees)
	[bookmark: Check128] 
	
	

	Questionnaire 
	 
	
	

	Interview or Focus Group Schedule
	 
	
	

	Debriefing material
	 
	 
	

	Other
	[bookmark: Check131]
	
	


* Required

8.2 Plain Language Information Sheet Checklist 
	The PLIS must comply with the following:
	YES
	N/A

	It is provided on The Cairnmillar Institute letterhead or equivalent (e.g., use of Cairnmillar Institute logo in a Qualtrics-based PLIS)
	
	*

	It has clear identification of The Cairnmillar Institute, the project title, the Principal and Other Researchers (including contact details).  

Note:  Any queries relating to the project should be directed to the Principal Researcher via their email address or via the Cairnmillar main reception phone number. Student Cairnmillar email addresses can be included on the PLIS and advertising for the purposes of recruitment (e.g., contact person to arrange interviews).
	
	*

	It details what involvement in the project will require (e.g., involvement in interviews, completion of questionnaire, audio/video-recording of events), estimated time commitment) and any risks involved.
	
	*

	It advises how participants’ contact details were obtained and/or how potential participants were selected
	
	

	It advises that the project has received approval by The Cairnmillar Institute Human Research Ethics Committee
	
	

	It indicates the type of consent that is being sought, i.e., extended, unspecified, or specific.
	
	*

	It advises that if the sample size is small this may have implications for privacy/anonymity.
	
	

	It states clearly that if participants are in a dependent relationship with any of the researchers involved in the project, their decision about whether or not to participate will not affect ongoing assessment, grades, employment, management or treatment of health (as relevant).
	
	

	It states clearly that involvement in the project is voluntary and that participants are free to withdraw their consent to participate at any time. It also informs them about processes for withdrawal of data previously provided, and any limitations on data withdrawal (e.g., data are anonymous or identifying information will be removed within a specified timeframe of data collection).
	
	*

	It states that arrangements will be made to protect confidentiality of data, including that confidentiality of information provided is subject to legal limitations (e.g., subpoena, freedom of information claim, or mandatory reporting in some professions).
	
	

	It states any plans to share data (after identifying information has been removed) with other researchers or to make data available to others (e.g., uploading data to a public repository).
	
	

	It advises whether data will be destroyed after a minimum period or retained in perpetuity.
	
	

	It states whether the researchers or the Cairnmillar Institute have any conflicts of interest in relation to the research.
	
	

	It provides a statement about any funding for the research.
	
	

	When a project relates to a health intervention or treatment, the PLIS makes the following three points clear to potential participants, if relevant:
(a) that it is a novel intervention that has not yet been approved for any health condition, or an intervention that is not used in the usual care of the relevant health condition, or an intervention that is being investigated for use in a new health condition or in a new or modified setting;
(b) whether there is likely to be any therapeutic benefit to them from the intervention and whether access to the intervention is available only through participation in the research; 
(c) whether they will have access after completion of the project or active treatment phase of the project to the intervention, treatment or information that they have received, and, if so, with what limitations, if any.
	
	

	It advises that if participants have concerns about the conduct of the research project they can contact the HREC Secretary. The HREC complaint statement is included on the PLIS.
	
	*

	It provides any other relevant information.
	
	*


* Required
8.3 Consent form Checklist (if relevant): If consent is implied via submission of online survey, this information should still be included at the end of the PLIS before commencement of survey. 
	The Consent form must comply with the following:
	YES
	N/A

	It is printed on The Cairnmillar Institute letterhead.
	
	*

	It states the title of the project and names of the researchers.
	
	*

	It confirms that the project is for research.
	
	*

	It confirms that involvement in the project is voluntary and that participants are free to withdraw at any time or withdraw any unprocessed data previously supplied.
	
	

	It provides any other information relevant to obtaining participant consent. (e.g., if audio or video recording is to occur)
	
	






[bookmark: _Toc165358957]Section 9: Disclosures, Declarations and Signatures

9.1 Do any of the researchers have any interests that may constitute an actual, potential, or perceived conflict of interest, including any financial or other interest or affiliation that bears on the research?
See Chapter 5.6 of the 2025 National Statement on Ethical Conduct in Human Research, as well as the Australian Code for the Responsible Conduct of Research and its supporting guides.  
☐No	 ☐Yes    If yes, please describe these conflicts of interest and how they will be managed.


[bookmark: _Hlk521577823]9.2 Research Declarations
I/We, the undersigned, declare that I/We: 
· believe the information contained herein is, to the best of my/our knowledge, accurate
· have read The Cairnmillar Institute’s current human ethics policies and procedures documentation
· accept responsibility for the ethical conduct of the research detailed above in accordance to the principles outlined in the 2025 National Statement on Ethical Conduct in Research Involving Humans, the Australian Code for the Responsible Conduct of Research (2018), and any other condition laid down by The Cairnmillar Institute’s HREC or its sub-committees
· undertake to conduct this research project in accordance with the protocols and procedures outlined in the proposal approved by HREC
· inform HREC of any changes to the protocol after the approval of the HREC has been obtained using a Request for amendment form
· have attempted to identify all risks related to the research and acknowledge my/our obligations and the rights of the participants
· agree to comply with The Cairnmillar Institute’s policies regarding data management, and have a plan for managing research data securely
· have the appropriate qualifications, experience and facilities to conduct the research set out in the attached application and to deal with any emergencies and contingencies related to the research that may arise.

Principal Researcher:
	Name
	Signature
	Date

	
	
	


Associate Researcher(s):
	Name
	Signature
	Date

	
	
	


Student Researcher(s):
	Name
	Signature
	Date

	
	
	


Insert signature images in the tables above. Add/delete tables as needed (note, signatures for all named researchers must be included). If you do not have signature images, please print this page to obtain each researcher’s signature, and submit the scanned signature page with this application. 
*NB:  If this section is not completed and/or missing signatures (all researchers involved must provide their signature), the application will not be submitted for review.
Please ensure you have removed the instructions page at the start of the document before submission of the application form.

HREC USE ONLY 

Date submitted to HREC:

Project Number:
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