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HREC Reference Number (Research Office use only)   |_||_||_||_|-|_||_||_| |_|

Application for Ethical Review of a Research Project involving Human Participants

Use this form to apply for;
· Full ethical approval
· Low Risk ethical approval
· External Ethics (formerly cross-institutional) Authorisation
· Exemption Authorisation


Refer to the following documents for important information:
Human Research Ethics - Policies and Procedures
NHMRC Australian Code for the Responsible Conduct of Research (2018) (Aust.Code)
NHMRC National Statement on Ethical Conduct in Human Research (2025) (NS)
AIATSIS Code of Ethics (2020) 
NHMRC Ethical Conduct in Research with Aboriginal & Torres Strait Islander Peoples & Communities (2018)
NHMRC Statement on consumer and community involvement in health and medical research
Other important National guidelines and useful Information - Useful Links. 
HREC meetings and deadlines - Human Research Ethics Committee.

Your ethics / exemption application MUST provide the following before the HREC will review:
· Full completion of each relevant question of this application form. Provide descriptive responses to questions beginning with How, Describe, Outline, Explain and Provide details.
· All necessary attachments where indicated, including Participant Information Sheet, Consent Form, Data collection tools, external approval letters etc. Templates can be found at ethics application forms.
Please Note:
· Keep in mind that most HREC members are not researchers and will not be familiar with your research, so please use plain language and ensure that all technical terms, jargon and acronyms are clearly defined.
· Your research project must not commence until written approval has been provided by the HREC. If your project is multi-centre, you must not commence until written approval has been provided by all HRECs involved.
· The Ethics Officer will triage this application and allocate the application to the relevant HREC or internal process for review based on answers provided
· If you are applying for external ethics approval (formerly cross-institutional), complete sections 1, 2 and 16
· If you are applying for an exemption from ethical review, complete sections 1, 3 and 16
                    

SECTION 1: BACKGROUND

1.1 Project Title

	



1.2 Lay Summary (A plain English summary of the study, approximately 100 words)

	



1.3 Integrated Research Management Application (IRMA) Reference Number (If applicable)

	



1.4 Research Data Management Plan (RDMP) Reference Number

	




1.5 Project Type	

	(Type ‘X’ to all options that apply)

	 
	Student Research Project
	
	 
	Staff Research Project

	
	  PhD
	  Honours
	  Clinical Trial

	
	  Masters
	  MD 
	  Consultancy

	
	  Collaboration      
	  Other



1.6	School / Institute / Centre:	

1.7	Research Team 
1.7.1		Chief Investigator / Supervisor:
		(Must be a UNDA staff member with responsibility overall or of the UNDA arm of the project)
	Name
	


F





	School or Institute
	

	UNDA Email
	

	Describe what this researcher will do, in the context of this project. 
	

	Describe the relevant experience this researcher has, specific to this project. 
	

	ORCID ID 
	

	Has this researcher completed mandatory Research Integrity training?  
	


1.7.2 			Co-Investigator / Student:
	Name
	





	School or Institute
	

	UNDA Email
	

	Describe what this researcher will do, in the context of this project. 
	

	Describe the relevant experience this researcher has, specific to this project. 
	

	ORCID ID 
	


1.7.3			Co-Investigator / Student:
	Name
	

	School or Institute
	

	UNDA Email
	

	Describe what this researcher will do, in the context of this project. 
	

	Describe the relevant experience this researcher has, specific to this project. 
	

	ORCID ID
	


 (Copy and paste boxes for additional researchers)











SECTION 2: EXTERNAL ETHICS APPROVAL APPLICATION

2.1	Are you seeking cross-institutional or reciprocal ethical approval? [Refer to NS 5.5]

	  NO go to section 3
	  YES, complete this section 




2.2 	Does this project have Approval from another NHMRC registered Australian HREC that will be considered the primary HREC? [Refer to NS 5.5.1]
Please note UNDA reserve the right to decline to recognise another institution’s approval and request a new application to be submitted to UNDA’s HREC
	  NO
	
	  YES
	If YES, provide details about which HREC is the primary or lead HREC, the approval reference number, and the approval start and end date



	



2.3	Does this project have approval from an overseas HREC that will be considered the primary HREC? [Refer to NS 5.5.2]
	 
	  NO
	  YES
	If YES, provide details about the approval, and how the primary HREC aligns with the NHMRC’s National Statement, and UNDA’s Research policies and procedures




	




2.4 	Site Specific Approval – Governance [Refer to NS 5.5.1]
Provide the title and name of primary HREC Governance approver including the governance approval start and end date (if applicable)

	



2.5 	UNDA Principal Researcher / Chief Investigator
Is the UNDA Principal Researcher / Chief Investigator named on the Primary HREC Approval?
	  NO
	  YES
	If NO, provide a justification for this




	



2.6 	Chief Investigator named on primary HREC approval


	




2.7 	Will a research agreement be made between UNDA and any other institution or collaborator? 
If yes, will this agreement cover funding, data transfer arrangements, and intellectual property? [Refer to NS 3.1.44]
	  NO
	  YES
	If YES, provide details on all participating sites, including status of each agreement



	



2.8	 Funding                                                                                          
	Is this research project funded? [Refer to NS 2.2.6, 3.1.10, 4.1.5, 5.3.7]

	  NO
	  YES
	If YES, provide details of the funding agency and amount, as well as how this funding will be disclosed to participants [Refer to NS 2.2.6]    




	



2.9	 Clinical Trial                                                                                         
	Is this a clinical trial?

	  NO
	  YES
	· Clinical trials must be registered in a publicly accessible register such as the ANZCTR or ClinicalTrials.gov. Provide registration details below; [Refer to NS 3.1.7]
	


· Phase (select all that apply)
  Phase 0      Phase I      Phase II      Phase III

  Phase IV      Other (provide details) 
	   


· Type (select all that apply)
  Drug      Device      Technique      Other






2.10 	Attachments

Please check that the following documents are attached to your application and go to Section 17 Declaration [Refer to NS 5.2.15 – 5.2.20]:

	Documents
	Yes
	No
	N/A
	Document File Name

	Primary HREC application form and all attachments (e.g. consent form, Participant Information Sheet, protocol, advert)
	 
	 
	 
	 

	Primary HREC application approval letter or email
	 
	 
	 
	 

	Primary HREC amendment form/s or site authorisation/s, for addition of the UNDA staff and/or student/s to the project
	 
	 
	 
	 

	Primary HREC amendment approval notification letter or email
	 
	 
	 
	 

	Student Proposal with course/unit code
	 
	 
	 
	 

	Research Data Management Plan (RDMP) 
Note: Primary HREC approved or UNDA
	 
	 
	 
	 

	Other:
	 
	 
	 
	 

	Other:
	 
	 
	 
	 



Go to Section 16: Declaration 





[bookmark: _SECTION_3:_EXEMPTION]SECTION 3: EXEMPTION FROM ETHICAL REVIEW

3.1 	Are you seeking an exemption from ethical review? [Refer to NS 5.1.15 – 5.1.18]

	  NO go to section 4
	  YES, outline below how this research fits the criteria for a negligible risk (exemption) review 




	1. The research carries a lower risk to participants or the community; and 
2. One (1) or more of the following conditions apply: 
· The research involves the use of collections of information or data from which all personal identifiers have been removed prior to being received by the researchers and where the researchers explicitly agree:  
· Not to attempt to re-identify those with whom the information or data is associated;  
· To take all reasonable steps to prevent re-identification of the information or data for unauthorised purposes or access to the information or data by those who are not authorised; and  
· That any sharing of any research data during or after the project will not create any additional risks of re-identification of the information or data; 
· The research is restricted to surveys and observation of public behaviour using information that was or will be collected and recorded without personal identifiers and is highly unlikely to cause distress to anyone associated with the information or the outcomes of the research; 
· The research is conducted as part of an educational training program in which the research activity is for training purposes only and where any outcomes or documentation are for program use only; or
· The research uses only information that is publicly available through a mechanism set out by legislation or regulation and that is protected by law, such as mandatory reporting information, information obtained from registries of births and deaths, coronial investigations or reports of the Australian Bureau of Statistics. 





3.2 	Outline the aim or purpose of the research

	




3.3 	Outline what data will be collected, from which source, and how it will be analysed and stored

	




3.4 	Is a Research Data Management Plan (RDMP) required for this project?

	If yes, provide the RDMP number and attach a copy to this application




Go to Section 16: Declaration



[bookmark: _SECTION_4:_RESEARCH]
SECTION 4: RESEARCH METHODOLOGY

4.1	Expected duration of the project
Expected commencement date of recruitment: 	     
Estimated project completion date:			     

4.2 	Other personnel 
Will components of this project be carried out by anyone not listed in the research team?  
 (e.g. participant recruitment, interviewing, questionnaire design, data analysis, sample testing etc.) 

	  NO
	  YES
	If YES, specify who and what this person/people will do in the context of this project.




	



4.3	Where will the research project be undertaken?
 If this research will be conducted overseas, please ensure you are familiar with UNDA’s Foreign Interference Policy

	



4.4	Is permission required to gain access to another location / organisation / institute? 

	  NO
	  YES
	If YES, specify from whom and attach a copy of the approval letter at Section 15 when available.     




	



4.5 	Is this a multi-centre research project? [Refer to NS 5.5.2]
(e.g. involves hospitals, collaboration with researchers from other institutions, undertaken by new UNDA staff/student who have transferred with existing research projects etc.)

	  NO
	YES
	If YES, provide details about each site, including name, country (if outside of Australia) and state (if within Australia)




	



4.6 	Will a research agreement be made between UNDA and any other institution or collaborator? If yes, will this agreement cover funding, data transfer arrangements, and intellectual property? [Refer to NS 5.3.7]
	  NO
	  YES
	If YES, provide details on all participating sites, including status of each agreement



	



4.7 	Will this project be submitted to another HREC/s for review? [Refer to NS 5.5.2]

	  NO
	  YES
	If YES, provide the name of the HREC/s, and indicate the status of each application. 
Attach copies of approval letters and any relevant correspondence at Section 15




	



4.8	 Funding                                                                            
	Is this research project funded? [Refer to NS 2.2.6, 3.1.10, 4.1.5, 5.3.7]

	  NO
	  YES
	If YES, provide details of the funding agency and amount, as well as how this funding will be disclosed to participants [Refer to NS 2.2.6)] Is there any concern that the research will not be completed within the funding timeframe?
 



	



4.9	Financial Conflict of Interest                      
Is there any affiliation or financial interest for researchers in this research project or its outcomes, or any circumstances which might represent a perceived, potential or actual conflict of interest? Including whether researchers will receive any form of payment or benefit for each participant recruited into the research [Refer to NS 5.1.26(f), 5.1.28(e), 5.3.11, 5.3.12]

	  NO
	  YES
	If YES, provide details below and explain how this will be managed and how your participants will be informed of the conflict of interest.




	



4.10 	Key Terms and Definitions

Provide a list and definitions for any technical terms, jargon and acronyms which may assist the HREC to understand this application [Refer to NS 3.1.1]. Researchers are reminded to use lay language as much as possible

	Term
	Lay explanation / Definition

	
	

	
	

	
	

	
	

	
	

	
	


(Copy and paste boxes for additional terms)


4.11 	Research Project Aims

Provide a description of the aims of the project, the research question to be answered, and the planned methodology

	· What is the Aim, Objective, Research Question/s or Hypothesis of the research project?
· How will the planned research methodology explore the theme or achieve the aims of the research? [Refer to NS 3.1.1]




4.12	Background and justification for the Research Project:
[Refer to NS Section 1, 3.1]

Provide context or a background explanation which may assist the committee to evaluate this application? 

	· What is already known about this topic and what research has already been conducted on this topic or field of research? Is this a replication or extension on other research, or are there any unique issues / circumstances?
· Why is it important to conduct this research project? 





4.13 	Anticipated results or outcome of the research (research merit)?

	· What are the anticipated results or outcomes of the research (research merit)? [Refer to NS 1.1]






4.14 	Peer Review
Has the research proposal, including design and methodology, undergone a peer review process (Refer to NS1.2, 3.1.1(g)) 
(please note, a peer review from your supervisor/s is not considered a suitable reviewal)
	  NO
	  YES
	If YES, provide details of the peer review provided for this project


	



4.15 	Have you engaged and consulted with the consumer or community group to which the research outcomes pertain? 
Researchers should consult with the university’s Consumer and Community Involvement Coordinator (CCI coordinator) prior to submitting an ethics application to show how you intend to engage, involve or consult with the community / group / stakeholders of this research [Refer to NS 3.1.17(g)]
	  NO
	  YES
	If YES, describe the consultation outcome and involvement plan that has been incorporated into the research design. Attach any relevant letters of a support letter from the CCI coordinator at Section 15
If NO, outline the constraints preventing the researchers seeking consumer engagement and involvement



	






SECTION 5: DATA COLLECTION METHODOLOGY

5.1 	Research Data Management Plan 

Researchers are to complete and attach a Research Data Management Plan to this application as per Policy: Research Data Management. Go to the Research Data Management website

5.2 	Which of the following data collection tools / techniques and/or procedures will be used in this research project? [Refer to NS 5.2.16]

	Select all that apply;

	Questionnaire / Survey
	 

	One-on-one Interview
	 

	Focus group Interview 
	 

	Observation of participants 
	 

	Photos, or Audio- and/or Videorecording (of interviews or observations etc.)
Collection of blood, body fluid, tissue or DNA sample
Other [Please give brief details below. Max 50 words)
	 
|_|

	Information sourced from a database or databank   
	 


	Use of already collected genetic material (Complete and attach Appendix A – Use of Human Biospecimens)
	 

	Medical, physiological and/or psychological testing  
	 
    


	Other 
	 



Attach a copy of each of the data collection tools indicated e.g. questionnaire, interview / focus group questions, exercise regime, diary etc at Section 15
5.2.1 	Provide detailed information for each of the data collection methods to be used in this research project as indicated in Section 5.2 above

	
· Describe each procedure/s or task/s participants will be asked to take part in, including the time commitment, and whether the participant will be required to travel
· Outline the information that will be collected about each individual.
· How will the intended data collection method meet the aim/s of your research.
· If accessing a database or databank, outline how many records will be accessed, what type of data is being collected (e.g. medical records, images) and whether the data will be identifiable, de-identified or re-identifiable



(Approximately 1-2 pages)



5.3 	Data Analysis

Outline how data will be analysed, including any statistical tests or qualitative analyses [Refer to NS 3.1.2, 3.1.40] 

	




SECTION 6: POTENTIAL BENEFITS, RISKS AND RISK MANAGEMENT

6.1 	What are the anticipated benefits of this research
Outline the potential benefits of this research to the participants and to the wider community [Refer to NS 1.6]
	



6.2 	Provide a list, as far as possible (even if unlikely) of all potential risks to participants (or others associated with the project) [Refer to NS 2.1]. 

	· Physical harm e.g.  injury, illness, pain, side-effects etc. 
· Psychological harm e.g. anxiety, emotional distress, diminished self-esteem, embarrassment, shame, regret etc.
· Social harms e.g. damage to social networks or relationships with others, discrimination in access to benefits, services, employment or insurance, social stigmatisation etc.
· Economic harms e.g. direct or indirect cost of participation.
· Legal harms e.g. discovery and/or prosecution of criminal conduct
· Privacy and confidentiality e.g. a data breach or disclosure




6.2.1 	Describe what measures you have in place to minimise each of the identified potential risks [Refer to NS 2.1.1(c)]
	



6.2.2	Describe what measures you have in place to manage any harms or adverse effects should they occur: [Refer to NS 2.1.1(c)]

	


6.2.3	Outline any significant risks to researchers associated with the project and the setting in which the project is conducted and explain how these risks can be minimised and managed should they occur. 
(e.g. personal safety overseas, in-home visits, travelling to rural areas, needle injury, exposure to biospecimens etc.)
Refer to Workplace Health & Safety for travel requirements and Safety Plan information
	





SECTION 7: PARTICIPANTS
 [Refer to NS 3.1 Element 2, and Section 4]

7.1	Will you be recruiting any of the following participants?	

	  NO Go to Section 7.3
	  YES, select all that apply



  
	i. Women who are pregnant                                                                                                      [Refer to NS 4.2]
	 

	ii. Children / Young people (Complete and attach Appendix D Research Involving Children)  [Refer to NS 4.3] 
	 

	iii. People in dependent or unequal relationships (e.g. clinician / patient)                                 [Refer to NS 4.4]
	 

	iv. People experiencing physical or mental ill-health or disability                                              [Refer to NS 4.5]   
	 

	v. Research conducted in other countries                                                                                 [Refer to NS 4.6]
	 

	vi. Research with Aboriginal and / or Torres Strait Islander people and communities (Complete and attach        Appendix C Research with Aboriginal and Torres Strait Islander Peoples)                              [Refer to NS 4.7]
	 

	vii. Research conducted during natural disasters, public health emergencies or other crises  [Refer to NS 4.8]
	 

	viii. Research that may discover illegal activity                                                                          [Refer to NS 4.9]
	 

	ix. People who are pensioners or welfare recipients
	 

	x. People who are incapable of providing informed consent                                       [Refer to NS 2.2.12, 2.2.13]
	 

	xi. People identifiable by their membership of a cultural, ethnic or minority group
	 


[bookmark: Text18]
7.2 	If you selected yes to any of the above, justify the potential risk to these participants, and outline the risk mitigation strategies in place to reduce the risk of harm to these participants [Refer to NS 2.1, 3.1 Element 2, 4.2]

	· If you selected ii in Section 7.1 above, complete and attach Appendix D, as well as relevant Working with Children Checks at Section 15
· If you selected v in Section 7.1 above, outline which countries, and provide details about how differing norms, culture and laws will be managed (e.g. topics considered safe for discussion in Australia may be considered illegal, immoral or inappropriate in certain countries) and whether any in-country approvals are required
· If you selected vi in Section 7.1 above, complete and attach Appendix C at Section 15
· If you selected viii in Section 7.1 above, justify any risks to participants due to their involvement in this research if illegal activity may be exposed, and outline whether the researchers have any obligation to disclose the illegal activity to a third party (e.g. legal authorities)





[bookmark: _7.3__Provide]7.3 	Provide details of your participant group including the number required, age range, sex, gender, heritage or cultural background, source and any other relevant details [Refer to NS 3.1 Element 2]     
                   
	



7.4 	Outline any inclusion or exclusion criteria

	



7.5 	Provide a justification for the number of participants you intend to recruit. [Refer to NS Ch1.1, 3.1, 3.2]

	· For qualitative studies: Justification can include optimum size for focus groups, accepted norms of a field, number of interviews likely to lead to saturation etc.

· For quantitative studies: Justification of sample size is usually based on a power calculation. (Consult a statistician if unsure or use an online sample size calculator e.g. http://powerandsamplesize.com/ )






	   

SECTION 8: CONSENT   
      [Refer to NS 2.2, 3.1 Element 3]

8.1 	Are you seeking a Waiver of Consent? [Refer to NS 2.3.10]

	  NO go to Section 8.2
	  YES, please justify why according to each condition outlined in NS 2.3.10 (a) to (i)




	


8.1.1 	Outline how the data will be obtained, who will access it, from what database (e.g. medical records) whether it is identifiable, and how many records / data points are being accessed

	



[bookmark: _8.2__Are]8.2 	Are you seeking approval for an Opt-out approach? [Refer to NS 2.3.6]

	  NO go to Section 8.3
	  YES, please justify why according to each condition outlined in NS 2.3.6 (a) to (i)



	


8.2.1 	Outline how data will be collected (e.g. observation, accessing a database), who will observe or access, how many people or records will be involved, and whether the data will be identifiable

	



8.2.2 	How will people be informed about the research and given the opportunity to consent or decline?

	


Go to Section 10: Clinical, Health and / or Epidemiological Research

[bookmark: _8.3__]8.3  	Informed Consent
8.3.1		How will each participant’s consent be established? (Type X to all options that apply)
	Signing a Consent Form 
	 

	Verbal agreement
	 

	Recorded agreement
	 

	By a person with lawful authority to consent (e.g. Parent/Guardian)
	 

	Returning an anonymous survey
	 

	Consent from a previous study for future use of data
	 

	Under the Guardianship Administration Act (GAA)
	 

	Other
	 


8.3.2  		Describe the plan for obtaining participant consent.    
                             [Refer to NS 2.2, 3.1 Element 3]
	· Outline who will approach the participant for consent and answer questions that potential participants may have
· Attach a copy of your Consent Form if relevant.
· If participants are unable to provide informed consent, explain who will consent on their behalf and how such consent will be obtained and recorded. 
· If enrolling a participant under the Guardianship and Administration Act, outline how the researchers will access patients in intensive care, manage the logistics and keep suitable records



8.3.3	Will the true purpose of the research, or the collection of data itself, be concealed from participants or will participants in any way be deceived?  [Refer to NS 2.3.1 – 2.3.4]
	  NO
	  YES
	If YES, provide a clear justification. Outline how participants will be provided with details of the deception (e.g. in a debriefing) and be given the opportunity to withdraw their data if they wish to do so.



	


	
8.3.4  	How will participants be informed of their right to withdraw? [Refer to NS 2.2.6(g)]

	· Consider the difference between data withdrawal and participant withdrawal
· Are there any consequences of withdrawal?
· Are there any limits of withdrawal (e.g. once data is de-identified it can no longer be withdrawn)






SECTION 9: RECRUITMENT    	                                                                     
[Refer to NS 3.1 Element 2]

9.1 	Indicate the method of recruitment (Select all that apply)  

	Advertisement (e.g. poster, flyers, online, newspapers)
	 

	Email
	 

	Telephone
	 

	Social media (e.g. Facebook, LinkedIn)
	 

	Participants from a previous study
	 

	Contact details obtained from public documents (e.g. phone book)
	 

	Contact details obtained from private sources (e.g. employee list, membership database)
	 

	Recruitment carried out by third party (e.g. employer, doctor, sponsor)
	 

	Snowball (i.e. participants suggest other potential participants)
	 

	Other (provide details in b below)
	 



Attach a copy of your advertisement, flyer, letter, email etc. at Section 15.

9.1.1		Provide details of recruitment strategies [Refer to NS 3.1 Element 2 and Section 4]

	· Explain step by step how the potential participants will be identified, selected and invited to participate and by whom.
· If using email or telephone, how will contact details be obtained?
· If using flyers, posters etc where will these be displayed? (e.g. shopping centre, public library etc)




9.2 	Do any of the researchers have a personal or professional relationship with any of the potential participants that could be viewed as a real or perceived conflict of interest or dependent / unequal relationship? (e.g. Clinician / patient, teacher / student) [Refer to NS 4.1.5, 5.3.11-12, 5.6] 
	  NO
	  YES
	If YES, outline the nature of the relationship, and how this will be managed


	



9.3	Do you plan on offering participants payment or some other incentive? 
         [Refer to NS 2.2.10-11, 3.1.10, 3.1.21, 3.1.28, 5.3.7]
	  NO
	  YES
	If YES, how much, in what form (cash, voucher etc) and for what purpose? Please justify the approach below including how perceived or actual coercion will be managed




	



9.4	Will you be providing participants with information in a written Participant Information Sheet?
                    [Refer to NS 2.2, 3.1 Element 3, 5.2.16-17]  

	  NO
	  YES
	If YES, outline how this will be provided (e.g. in person, via email) and attach a copy of your Participant Information Sheet to this application
If NO, justify this, and provide details of the protocol you will use to explain the research project to participants and invite their participation, including how potential participants will be given the time to consider and ask questions before consenting



	


9.4.1 	Will arrangements be made to ensure that participants who have difficulty understanding English can comprehend the information provided about the research project? 
	  NO
	  YES
	If YES, what arrangements have been made? 
If NO, provide reasons why not



	






[bookmark: _SECTION_10_HUMAN][bookmark: _SECTION_10_CLINICAL,]SECTION 10 CLINICAL, HEALTH AND/OR EPIDEMIOLOGICAL RESEARCH

10.1	Is your project considered to be Clinical, Health and/or Epidemiological Research? 

[Refer to NS Chapter 3.1,5.3]
	  NO go to section 11
	  YES, select all that apply



	Innovative therapy or Intervention                                                                          [Refer to NS 3.1.4]
	  YES
	  NO

	Control group (e.g. non-treatment, placebo, no intervention)                                [Refer to NS 3.1.5]
	  YES
	  NO

	Clinical Trial                                                                                                           [Refer to NS 3.1.7]
· If YES, clinical trials must be registered in a publicly accessible register such, as the ANZCTR or ClinicalTrials.gov. Provide registration details in section 10.2 below.
· Phase (select all that apply)
  Phase 0      Phase I      Phase II      Phase III

  Phase IV      Other (provide details) 
	


· Type (select all that apply)
  Drug      Device      Intervention      Other
	  YES
	  NO

	Collection or use of human biospecimens (e.g. blood, genetic material, tissue) [Refer to NS 3.2, 3.3] 
· If YES, complete form Appendix A and attach it to this application.
· 
	  YES
	  NO

	Administering chemical compounds, drugs, biological agents or use of a medical device
· If YES, is it registered with the Australian Register of Therapeutic Goods (ARTG)?
· If YES, provide details in section 10.2 below and attach a copy of the product information provided by the TGA.   
· If NO, provide details in section 10.2 below and refer to the TGA website for information regarding the Clinical Trial Approval (CTA) and Clinical Trial Notification (CTN) schemes.
	  YES

  YES

	  NO

  NO


	Ionising or non-ionising radiation e.g. X-ray, dual-energy X-ray absorptiometry (DXA) scan
· If YES, provide details in section 10.2 below and attach a copy of the radiation dose and risk assessment by the Radiation Safety Officer.
	  YES
	  NO

	Physically invasive procedure not listed (provide details) 


	  YES
	  NO




10.2 	Outline any potential risks to participants specifically relating to Section 10.1 Clinical, Health and/or Epidemiological Research. What mitigation strategies are in place to manage any risks?

	





[bookmark: _SECTION_11:_FEEDBACK]SECTION 11: FEEDBACK
	 [Refer to NS 3.1 Elements 5, 6 and NHMRC Australian Code for the Responsible Conduct of Research R23]
11.1	What feedback will be provided to the participants and how will this feedback be given? 
(e.g. in person, via email, newsletter etc.) [Refer to NS1.5, NS 3.1.35, 3.1.71]

	  



11.2 	How will the research project outcomes be disseminated to the wider community at the end of the project? [Refer to NS 3.1.69 – 3.1.71]

(e.g. thesis, journal article, book, web page, conference paper, the media etc.)
	






SECTION 12: FEDERAL PRIVACY

12.1	Will this project require the collection and use or disclosure of health information from a health service that will be BOTH identifiable AND without consent from the individuals to whom the data relates?    
	  NO go to Section 13
	  YES


                     

12.2 	Specify what information will be collected, the number of records to be accessed, and from which database the records will be accessed. Is this database a Commonwealth agency?

	




12.3 	Provide justification for why identifiable health information is necessary and why written consent will not be obtained from individuals.
Refer to Guidelines approved under Section 95A of the Privacy Act 1988 (updated 2024)
	




In addition, complete Appendix B: Research Involving Collection and Use of Identifiable Health Information without Consent and attach it at Section 15.




[bookmark: _SECTION_13:_DATA] SECTION 13: DATA MANAGEMENT
[Refer to NS 3.1 Element 4, 7, NHMRC Australian Code for the Responsible Conduct of Research R22, UNDA Policy: Research Data Management]
[bookmark: Text87]13.1 	Will any of the following be collected:

	Photos
		  NO
	  YES




	Videos
		  NO
	  YES




	Audio recordings (e.g. of interviews)
		  NO
	  YES




	Other media
		  NO
	  YES






If you selected yes to any of the above, outline how consent will be collected, and will the images / videos be destroyed or de-identified once transcribed and member checked?
	



13.2 	How will the identity of participants be protected during the data collection and data analysis phases of the project?

	



13.3 	How will the identity of participants be protected when project outcomes are published?
	



13.4 	How will the identity of participants be protected for stored and retained data once the research is complete?
	



13.5 	Will data be used for future research or potentially be made available to other researchers?
 
	  NO
	  YES, describe what data, and whether consent will be obtained from participants for this below



	



13.6 	When and how will data be disposed of? 
	






SECTION 14: OTHER

14.1 	Are there any other ethical issues the Human Research Ethics Committee needs to be aware of, e.g. 
· Conflicts of interest?
· restrictions on publishing?
· risks of publication?
· a risk that publication of the results could cause harm of any kind (including physical, psychological, spiritual, emotional, social and financial) to individual participants, to participants’ employability or professional relationships, or to their communities?
· any risks involved to any participant or member of the research team that have not already been addressed?
	  NO go to Section 15
	  YES, provide details below



	









[bookmark: _SECTION_15:_ATTACHMENTS]SECTION 15: ATTACHMENTS

Please check that relevant supporting documents are attached to your application. 

(Please note that where questionnaire or interview questions are submitted in draft form, a copy of the final documentation must be submitted for final approval when available)

	Documents
	Yes
	Draft
	Final
	N/A

	External approvals related to the research 
	 
	 
	 
	 

	Approvals / Correspondence from other HREC/s 
	 
	 
	 
	 

	Approvals / Correspondence from other Institutions (Sections 4.4, 4.7)
	 
	 
	 
	 

	Research Data Management Plan (RDMP) (Section 5.1)
	 
	 
	 
	 

	Data Collection Tools (questionnaires, survey questions etc) (Section 5.2)
	 
	 
	 
	 

	Appendix A – Use of Human Specimens (Section 5.2)
	 
	 
	 
	 

	Letter of Support from CCI Co-ordinator (Section 5.5)
	 
	 
	 
	 

	Appendix D – Research Involving Children (Section 7.1)
	 
	 
	 
	 

	Working with Children Checks (Section 7.1)
	 
	 
	 
	 

	Appendix C – Research with Aboriginal and Torres Strait Islander Peoples (Section 7.1)
	 
	 
	 
	 

	Consent Form/s (Section 8.3.2)
	 
	 
	 
	 

	Recruitment Material (flyers, email scripts etc) (Section 9.1)
	 
	 
	 
	 

	Participant Information Sheet (PIS) (Section 9.4)
	 
	 
	 
	 

	TGA Product Information (Section 10.1)
	 
	 
	 
	 

	Radiation Dose and Risk Assessment (Section 10.1)
	 
	 
	 
	 

	Debriefing Material (Section 11)
	 
	 
	 
	 

	Other:	
	 
	 
	 
	 

	Other:
	 
	 
	 
	 

	Other:
	 
	 
	 
	 

	Other:
	 
	 
	 
	 

	Other:
	 
	 
	 
	 


















[bookmark: _SECTION_16_DECLARATION]SECTION 16	DECLARATION BY THE RESEARCH TEAM 

All researchers listed at Section 1.6 must sign this declaration:
· The information provided in this application is truthful and to the best of my / our knowledge, accurate. 
· The research project will be conducted in accordance with the HREC approved application, National Statement on Ethical Conduct in Human Research (2025), The University of Notre Dame Australia’s policies and Australian Code for the Responsible Conduct of Research (2018).

	Name of Researcher
	Signature of Researcher
	Date

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     











Ethical review application form (Oct 2026)                                                                                                                                  Page 12 
image1.jpeg
THE UNIVERSITY OF

5&: NOTRE DAME

AUSTRALIA





