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HREC Application Questionnaire

1.0  - PLEASE NOTE BEFORE YOU START: When filling out the questionnaire, the questionnaire uses skip logic to take you to the next relevant question. Because of this, once you have answered a multiple choice question, you cannot go back to that question and change your response without losing all answers that follow that question.

Are you applying for an exemption from formal review of the project?  
1.1 ⇒ No   - Go to question 10.0 
1.2 ⇒ Yes  - Go to question 5000.0 

10.0  - Is this an application for a Murdoch-based project?
Answer "yes" if Murdoch is the primary / lead organisation for the project (or if it is a multi-institutional project and ethics approval has been granted by a non-Australian HREC).
Answer "no" if this is a multi-institution project and Murdoch is not the primary organisation and ethics approval has been granted by another Australian HREC. 
10.1  ⇒ No   - Go to question 4000.0 
10.2  ⇒ Yes  - Go to question 20.0 




20.0  - Section 1 - Background Information
1.1 Are any of the investigators Murdoch University students? 
20.1  ⇒ No   - Go to question 50.0 
20.2  ⇒ Yes  - Go to question 35.0 

35.0 ⇒ Memo - 1.2 Please specify what the student(s) research is for. PhD, Professional Doctorate (eg Dpsych EdD DIT DVM), Research Masters by Thesis, Research Masters with Training (RMT), Masters by Coursework, Honours or Other? If other, provide details.

41.0 ⇒ Picklist - 1.3 If this is a student project, does it require formal approval (e.g. Confirmation of Candidature)? (286)  
41.1  ⇒ Not Required   - Go to question 50.0 
41.2  ⇒ Not Yet Submitted   - Go to question 50.0 
41.3  ⇒ Yes - Submitted Not Yet Approved   - Go to question 50.0 
41.4  ⇒ Yes - Approved   - Go to question 50.0 

50.0  - 1.4 Follow-up Studies
Is the Investigation either a follow-up of, or closely based on a previous study? (5)  
50.1  ⇒ No   - Go to question 80.0 
50.2  ⇒ Yes  - Go to question 60.0 

60.0 ⇒ Memo - 1.4 What was the title of that study? (6)  

65.0  - 1.4 Did the earlier study have ethics approval? (311)  
65.1  ⇒ No   - Go to question 80.0 
65.2  ⇒ Yes  - Go to question 70.0 
 
70.0 ⇒ Memo - Provide details of the institution (if not Murdoch) and the approval number of the earlier project. Provide a brief description of how the previous study relates to this project application. (8)  


80.0  - 1.5 Other Institutions
Have you, or will you be submitting an ethics application for this research to any other institution? (10)  
80.1  ⇒ No   - Go to question 110.0 
80.2  ⇒ Yes  - Go to question 81.0 
 
81.0 ⇒ Memo - Please list the committee/s to which this application has been, or will be, submitted. If already approved, provide a copy of the approval. If not already submitted, provide an indication when it is likely to be submitted. (285)  

110.0  - Resources
Is this research funded?  (190)  
110.1  ⇒ No   - Go to question 151.0 
110.2  ⇒ Yes  - Go to question 120.0 

120.0 ⇒ Memo - Please specify the amount and source of funds and how this will be disclosed to participants (NS 2.2.6 h): (191)  

130.0 ⇒ Memo - Provide details including how this will be disclosed in the consent process (NS 3.1.29): (193)  

140.0  - Will the researchers receive any form of payment or benefit for each participant recruited into the study? (192)  
140.1  ⇒ No   - Go to question 151.0 
140.2  ⇒ Yes  - Go to question 141.0 

141.0 ⇒ Memo - Provide details of the payment or benefit, including how this will be disclosed in the consent process. (NS 3.1.29). (308)  





151.0  - 1.7 Safety in Research and Teaching
Will this research involve activities such as fieldwork, analysis of biological substances, use of chemicals, or irradiating apparatus (e.g. X-ray equipment)?
See Safety in Research and Teaching for advice. 
Please select all of the following that will be used in the research.
151.1  ⇒ Biological Materials (e.g. blood, tissue samples)  - Go to question 172.0  
151.2  ⇒ Chemicals  - Go to question 172.0 
151.3  ⇒ Fieldwork – Go to question 172.0
151.4  ⇒ Irradiating Apparatus (e.g. X-rays, DEXA scans, CT scans), Trans Illuminators and Lasers or any other Radioactive Substances. – Go to question 172.0
151.5  ⇒ None of the above – Go to question 172.0

172.0 ⇒ Memo - 1.7(g) Approval Number(s) (if applicable): If not applicable, type NA. Please attach a copy of your RAMP form (if applicable) in the document tab of IRMA.
 
180.0  - 1.8 Peer Review
Has the research proposal, including design and methodology, undergone a peer review process (NS 1.2, 3.1.1(g))
Please note, a peer review by your supervisor/s is not considered a suitable reviewal. (16)  
180.1  ⇒ No   - Go to question 200.0  
180.2  ⇒ Yes  - Go to question 181.0 
 
181.0 ⇒ Memo - Please provide details of the peer review provided for this project. (290)  
 
200.0  - 1.9 Service-Research Projects (Translational)
Will this project be conducted in the context of standard service delivery or treatment (e.g. counselling, medical or education)? (19)  
200.1  ⇒ No   - Go to question 290.0 
200.2  ⇒ Yes  - Go to question 210.0 

210.0  - 1.9(a) Is the project associated with healthcare or public health? (20)  
210.1  ⇒ No   - Go to question 230.0 
210.2  ⇒ Yes  - Go to question 220.0 
 
220.0 ⇒ Memo - 1.9(a) Please provide details of the association with healthcare or public health. (23)  

230.0  - 1.9(a) Will the project involve a systematic investigation of the safety, efficacy and / or effectiveness of an intervention? (22)  
230.1  ⇒ No   - Go to question 250.0 
230.2  ⇒ Yes  - Go to question 240.0 
 
240.0 ⇒ Memo - 1.9(a) Please provide details of the systematic investigation of the safety, efficacy and / or effectiveness of an intervention. (25)  

250.0  - 1.9(a) Will the project involve an intervention for which the safety and / or effectiveness is not well understood? (24)  
250.1  ⇒ No   - Go to question 270.0 
250.2  ⇒ Yes  - Go to question 260.0 
 
260.0 ⇒ Memo - 1.9(a) Please provide details of the intervention for which the safety and / or effectiveness is not well understood. (27)  
 
270.0  - 1.9(b) Is this an ongoing service (such as an arrangement / partnership)? (26)  
270.1  ⇒ No   - Go to question 290.0 
270.2  ⇒ Yes  - Go to question 280.0 

280.0 ⇒ Memo - 1.9(c) Provide a brief explanation of how this context has impacted the timing or design of the research and discuss any constraints or demands on the measures or methodologies to be used (NS 3.1.3): (28)  
 
290.0 ⇒ Memo - 1.10 Background
Is there any context or background explanation which may assist the committee to evaluate this application? Consider information based on a literature search, whether this is novel research, replication or extension of other studies, or whether there are unique issues / circumstances: (18)  
 

300.0 ⇒ Memo - Section 2 - Key Terms & Definitions
2.1 Please provide a list of any technical terms and acronyms, together with definitions in plain English, to assist the HREC to understand this application. (NS 3.1.1): (194)  
 
310.0 ⇒ Memo - Section 3 - Methodology
3.1 Aims / Research Question
What is the research theme or question that this project is designed to explore (NS3.1.1)? (29)  

320.0 ⇒ Memo - 3.1 Justification
Why is exploration of this theme or answer to this question worth pursuing? (32)  
 
330.0 ⇒ Memo - 3.1 Research Design / Methods
How will the planned methods explore the theme or achieve the aims of the research (NS 3.1.1)? (33)  
 
340.0 ⇒ Memo - 3.1 Anticipated Results or Outcomes of the Project
What are the anticipated results or outcomes of this research (NS 1.1)? (34)  
 
344.0 ⇒ Memo - Section 10 - Benefits, Risks and Harms
10.1 Potential Benefits, Risks and Harms (NS 2.1)
What are the anticipated benefits of this research?
(a) To the participants?
(b) To the wider community? (35)  
 
348.0 ⇒ Memo - 10.1(b) What are the possible risks or harms of this research to the participants (NS 2.1.3)? Outline possible risks or harms. How do the likely benefits of the research justify possible risks to participants (NS1.6)? (37)  
 




351.0  - Section 4 - Existing Data Collections
Databanks (or databases) are existing collections of data which contain information about people or their data. Databanks are collections of data deliberately collected and stored. Some data may be able to be used to identify individuals. A databank can be a formal re-identifiable or non-identifiable forms. Specific consent for the collection (curated) or informal collection of material. Data may be stored in identifiable recording and research use of the data may or may not have been provided by the people whose data has been included in the databank. Some databanks are established for administration purposes and others for research. Examples of databanks include: Human Resources records, client records, student records, performance records, populations records, and government data etc.
The management of databanks normally involves 3 separate roles: a researcher (who is seeking access), an ‘owner’ (who provides permission for access) and a curator (who, once permission is granted, provides the agreed data to the researcher, most commonly in de-identified form).
4.1 Does the project involve information sourced from an existing data collection (databank) (NS 3.1.55 – 3.1.62)? (291)  
351.1  ⇒ No   - Go to question 480.0 
351.2  ⇒ Yes  - Go to question 360.0 
 
360.0 ⇒ Memo - 4.1(a) Which databanks will data be sourced from? (213)  
 
370.0 ⇒ Memo - 4.1(b) Describe the data to be accessed: (86)  

380.0 ⇒ Memo - 4.1(c) How will permission to access the data be obtained? Are there any conditions of access? Provide any approvals (87)  
 
390.0  - 4.1(d) Will it be possible to identify individuals from the data? (88)  
390.1  ⇒ No   - Go to question 410.0 
390.2  ⇒ Yes  - Go to question 401.0 
 
401.0 ⇒ Memo - Will personally identifying information be removed prior to using the data? If so, when, how and by whom will the de-identification be completed before the records are provided to the researcher? (89)  



410.0  - 4.1(e) Was any consent for research access to their data given by the people whose data is being obtained (NS 3.1.60)? (91)  
410.1  ⇒ No   - Go to question 430.0 
410.2  ⇒ Yes  - Go to question 411.0 
 
411.0 ⇒ Picklist - I have attached a copy of the consent (292)  
411.1  ⇒ I have attached it to the document tab   
 
430.0 ⇒ Memo - 4.1(f) Justify the access being requested: (214)  
 
441.0 ⇒ Memo - 4.1(g) How will privacy and confidentiality of the data be maintained during the research? Are there any risks associated with examining or sharing the records (e.g. potential to identify individuals or groups due to details contained in the data)? (NS 3.1.61)?  (93)  
 
450.0  - 4.1(h) Does this research involve linkage of data sets (NS 3.1.43, 3.1.56-59)? (94)  
450.1  ⇒ No   - Go to question 470. 
450.2  ⇒ Yes  - Go to question 460.0 
 
460.0 ⇒ Memo - 4.1(h) Explain how this will be achieved (see PHRN for advice): 
 
470.0  - 4.1(i) Will this research ONLY utilise existing databanks / databases? (266)  
470.1  ⇒ No   - Go to question 480.0 
470.2  ⇒ Yes  - Go to question 2030.0 

480.0  - Section 5 - Use of Existing Human Biospecimens
Human biospecimens refers to any biological material obtained from a person including tissue, blood, urine and sputum. It also includes any derivative of these such as cell lines. It does not include non-human biological material such as micro-organisms that live on or in a person.
5.1 Will the research involve the use of human biospecimens obtained from an existing collection or tissue bank? (215)  
 	480.1  ⇒ No   - Go to question 580.0 
480.2  ⇒ Yes  - Go to question 490.0 
490.0  - 5.1(a) Will the human biospecimens be obtained from an existing source or another research project (e.g. biobanks, clinical pathology services, health care providers, pharmaceutical or biotechnology sources)? (216)  
490.1  ⇒ No   - Go to question 510.0 
490.2  ⇒ Yes  - Go to question 500.0 
 
500.0 ⇒ Memo - 5.1(a) Describe where the biospecimens will be sourced from (NS 3.2.2). Attach any data/biospecimen sharing agreements between institutions: (217)  
 
510.0  - 5.1(b) Will the biospecimens be obtained from outside Australia? (218)  
510.1  ⇒ No   - Go to question 530.0 
510.2  ⇒ Yes  - Go to question 520.

520.0 ⇒ Memo - 5.1(b) How will it be ascertained that the biospecimens will be obtained in a manner consistent with Australian requirements (NS 3.2.7, 3.2.8)? (219)  
 
530.0  - 5.1(c) Will the biospecimens be sent outside Australia during or following the research? (220)  
530.1  ⇒ No   - Go to question 550.0 
530.2  ⇒ Yes  - Go to question 540.0 
 
540.0 ⇒ Memo - 5.1(c) Provide details (NS 3.2.9): (221)  
 
550.0 ⇒ Memo - 5.1(d) What consent was given by the donors of the biospecimens for the collection, use and future use of their samples?
If consent for the proposed use of the human biospecimens was not obtained when the samples were collected or if the proposed use is inconstant with the scope of the consent given by the donors, is there a pathway to identify and re-contact the donors to seek their consent? If not, is there a reason for thinking that the donors would not have consented if they had been asked? (222)  
 
560.0  - 5.1(e) Are there any known limitations or conditions placed on the use of the samples? (223)  
560.1  ⇒ No   - Go to question 580.0 
560.2  ⇒ Yes  - Go to question 570.0 
570.0 ⇒ Memo - 5.1(e) Provide details of the known limitations or conditions placed on the use of the samples. (224)  
 
580.0 ⇒ Memo - Section 6 - Participants
6.1(a) How many participants will be recruited? (38)  

590.0 ⇒ Memo - 6.1(b) Provide an overview of the expected demographics of participants.
Age: 

600.0 ⇒ Memo - 6.1(b) Gender: 

610.0 ⇒ Memo - 6.1(b) Ethnic Origin: 

620.0 ⇒ Memo - 6.1(b) Provide any additional demographic details: 

630.0 ⇒ Memo - 6.1(c) Justify the number of participants to be recruited. How was this number arrived at?
Consider: Is this a planned sample or a convenience sample? What number or proportion of people to be recruited are likely to participate? Is there a sample size calculation (NS 3.1)? (44)  

641.0  - 6.1(d) Are there any screening, inclusion or exclusion criteria for participants? (45)  
641.1  ⇒ No   - Go to question 643.0 
641.2  ⇒ Yes  - Go to question 645.0 
 
643.0 ⇒ Memo - 6.1(d) Provide details why there are no screening, inclusion or exclusion criteria for participants (294)  
 
645.0 ⇒ Memo - 6.1(d) Provide details of the screening, inclusion or exclusion criteria for participants (293)  
 


650.0  - 6.1(e) Does the researcher, or anyone else involved in the project (e.g. co-investigator or person recruiting participants) have a personal or professional relationship with any of the participants or potential recruits that could be viewed as a real or perceived conflict of interest (NS 5.4, 3.1.18, 3.1.21)? (47)  
650.1  ⇒ No   - Go to question 670.0 
650.2  ⇒ Yes  - Go to question 660.0 
 
660.0 ⇒ Memo - 6.1(e) Describe how this will be managed. Consider how suitable boundaries will be maintained: (48)  
 
670.0  - 6.1(f) Will any third party (e.g. a participants’ supervisor or line manager) be aware of who has been approached to participate, and whether or not an individual has elected to participate? (49)  
670.1  ⇒ No   - Go to question 690.0 
670.2  ⇒ Yes  - Go to question 680.
 
680.0 ⇒ Memo - 6.1(f) Describe how this will be managed (NS 3.1.27 – 3.1.28): (50)  
 
690.0  - Section 7 - Recruitment & Consent
Process of Recruitment: How will participants be identified and recruited? How will the information to be provided ensure that participants can make an informed decision about participation (NS 3.1.12 – 3.1.14, 3.1.17 – 3.1.21). Consider also how participants will be reassured that any access to normal services or support provided by the researchers will not be impacted by their decision to accept or decline participation (NS 3.1.30).
Select only the applicable boxes and describe in each instance the process through which participants will be recruited.
7.1(a) Email? (51)  
690.1  ⇒ No   - Go to question 710.0 
690.2  ⇒ Yes  - Go to question 700.0 
 
700.0 ⇒ Memo - 7.1(a) Describe how participants will be identified and approached, including how email addresses will be sourced. Attach a copy of the wording of the recruitment email: (52)  
 


710.0  - 7.1(b) Advertisement, poster, flyer? (195)  
710.1  ⇒ No   - Go to question 730.0 
710.2  ⇒ Yes  - Go to question 720.0 
 
720.0 ⇒ Memo - 7.1(b) Provide details including where the poster / flyer will be displayed. Attach a copy of the document (53)  
 
730.0  - 7.1(c) Recruitment through a third party (e.g. via an organisation, professional association, other person, etc.)? (196)  
 	730.1  ⇒ No   - Go to question 750.0 
730.2  ⇒ Yes  - Go to question 740.0 
 
740.0 ⇒ Memo - 7.1(c) Provide details. Attach a letter of support / approval / permission where required: (54)  
 
750.0  - 7.1(d) Personal Contact? (potential participants known to any of the researchers) (197)  
750.1  ⇒ No   - Go to question 770.0  
750.2  ⇒ Yes  - Go to question 760.0 
 
760.0 ⇒ Memo - 7.1(d) Provide details including how participant contact information will be sourced and how conflicts of interest will be avoided: (55)  
 
770.0  - 7.1(e) Participants from a previous study? (198)  
770.1  ⇒ No   - Go to question 790.0 
770.2  ⇒ Yes  - Go to question 780.0 
 
780.0 ⇒ Memo - 7.1(e) If consent for future contact was not obtained, justify why this proposed contact is appropriate. Describe the process through which contact will be made for recruitment. Attach a copy of the consent form utilised for the previous project: (56)  
 


790.0  - 7.1(f) Snowball sampling (participants recommend the study to other potential participants)? (199)  
790.1  ⇒ No   - Go to question 810.0 
790.2  ⇒ Yes  - Go to question 800.0 
 
800.0 ⇒ Memo - 7.1(f) Provide details about how snowball sampling will occur: (57)  
 
810.0  - 7.1(g) From a designated public space (e.g. shopping centre, city area, community facility)? (200)  
810.1  ⇒ No   - Go to question 830.0 
810.2  ⇒ Yes  - Go to question 820.0 

820.0 ⇒ Memo - 7.1(g) Provide details and attach a copy of written permission from the person or organisation responsible for the space: (58)  
 
830.0  - 7.1(h) Web including social media (e.g. Facebook, Twitter, etc.)? (201)  
830.1  ⇒ No   - Go to question 850.0 
830.2  ⇒ Yes  - Go to question 840.0 
 
840.0 ⇒ Memo - 7.1(h) Provide details of how and where the recruitment will occur. Attach a copy of the proposed advertising wording and any permissions from site admin: (59)  

850.0  - 7.1(i) Murdoch University Research Participant Portal? (Please note this is available to the Disciplines of Psychology and Exercise Science only) (202)  
850.1  ⇒ No   - Go to question 870.0 
850.2  ⇒ Yes  - Go to question 860.0 
 
860.0 ⇒ Memo - 7.1(i) Please note this is available to the Disciplines of Psychology and Exercise Science only. Include the portal description, alternative written assignment, and a debrief as attachments to this application: (60)  
 


870.0  - 7.1(j) Other (e.g. telephone, SMS, etc.) (203)  
870.1  ⇒ No   - Go to question 890.0 
870.2  ⇒ Yes  - Go to question 880.0 

880.0 ⇒ Memo - 7.1(j) Outline and provide relevant details: (61)  
 
890.0  - 7.2 Are there risks for potential participants associated with the recruitment strategy? (62)  
890.1  ⇒ No   - Go to question 910.0 
890.2  ⇒ Yes  - Go to question 900.0 

900.0 ⇒ Memo - 7.2 Outline how these risks will be mitigated (NS 3.1.28): (63)  
 
905.0  - 7.3 Disclosure and Consent
Is this project seeking a waiver of consent? (NS 2.3) (302)  
905.1  ⇒ No   - Go to question 910.0 
905.2  ⇒ Yes  - Go to question 906.0 
 
906.0 ⇒ Memo - Provide a suitable justification for the waiver of consent based on NS 2.3. (303)  
 
910.0 ⇒ Memo - 7.3(a) How will participants consent to participate in this study and how will they be informed of their rights (NS 2.2.1-2.2.7, 3.1.21, 3.1.23–3.1.39)? Provide details of how the standards outlined in NS 2.2.1 – 2.2.7 and NS 3.1.23-39 will be met:  (150)  
 
920.0 ⇒ Memo - 7.3(a) Provide a suitable justification how participants will consent to participate in this study and how will they be informed of their rights (NS 2.3.1): (152)  
 
930.0  - 7.3(b) Will implicit or passive consent be used for this project? (151)  
930.1  ⇒ No   - Go to question 950.0 
930.2  ⇒ Yes  - Go to question 940.0 
 
940.0 ⇒ Memo - 7.3(b) Provide a suitable justification for the use of implicit or passive consent (NS 2.3.1):  (166)  
 
950.0  - 7.3(c) Will opt-out consent be used? (opt-out consent refers to participants being automatically included in research unless they give their express decision to be excluded) (153)  
950.1  ⇒ No   - Go to question 970.0 
950.2  ⇒ Yes  - Go to question 960.0 
 
960.0 ⇒ Memo - 7.3(c) Provide a suitable justification (NS 2.3.5): (154)  
 
962.0  - Will there be any deception of participants involving limited disclosure, concealment and covert observation (NS 2.3.1, 2.3.2)? (331)  
962.1  ⇒ No   - Go to question 970.0 
 	962.2  ⇒ Yes  - Go to question 965.0 
 
965.0 ⇒ Memo - Provide a detailed justification of the deception, limited disclosure, concealment or covert observation. (165)  
 
970.0  - 7.3(d) Will the project collect and store information from which individuals can later be re-identified? (155)  
970.1  ⇒ No   - Go to question 990.0 
970.2  ⇒ Yes  - Go to question 980.0 

980.0 ⇒ Memo - 7.3(d) Provide a suitable justification for collecting and storing information from which individuals can later be re-identified and describe how participant confidentiality and privacy will be protected (NS 2.3.5): (156)  
 
990.0  - 7.3(e) Will data be stored beyond the end of the current project and potentially be utilised either for future additional research by the current researchers, or by other researchers (NS 3.1.36 – 3.1.37)? (157)  
990.1  ⇒ No   - Go to question 1010.0 
990.2  ⇒ Yes  - Go to question 1000.0 

1000.0 ⇒ Memo - 7.3(e) Outline how participant consent will be obtained for this (NS 2.2.14 – 2.2.18): (158)  
 
1010.0  - 7.3(f) Will there be a need to re-visit or re-negotiate consent over time (NS 3.1.24)? (159)  
1010.1  ⇒ No   - Go to question 1030.0 
1010.2  ⇒ Yes  - Go to question 1020.0 
 
1020.0 ⇒ Memo - 7.3(f) Describe how consent will be re-visited or re-negotiated over time (160)  
 
1030.0 ⇒ Memo - 7.3(g) How will participants be given time to consider what is proposed and have their questions answered before consenting to participate (NS 3.1.26)? (161)  
 
1040.0 ⇒ Memo - 7.3(g) How will participants be enabled to understand their right to withdraw from the research?
Consider the following in your response:
- Note the difference between data withdrawal and participant withdrawal.
- How will researchers communicate any limitation on, or consequence of, withdrawing consent?
- If a participant withdraws, will it be possible to withdraw their data or information?
- Are there limitations beyond which a participant will no longer be able to withdraw their data (e.g. once data have been de-identified) (NS 3.1.32)? (162)  
 
1050.0  - 7.3(h) Is there any likelihood that research participation, results or information may need to be reported to any other authority (NS 3.1.34)? (163)  
1050.1  ⇒ No   - Go to question 1060.0 
1050.2  ⇒ Yes  - Go to question 1055.0 

1055.0 ⇒ Memo - 7.3(h) Outline what would need to be reported and to which authority (295)  
 
1060.0 ⇒ Memo - 7.4 Procedures: Outline what will be asked of participants or the tasks they will be asked to carry out. Consider: How much time & effort is being asked; will participants be asked to attend a specific research location?
Provide a sufficiently detailed description for ethics committee members to understand what a participant may expect to experience. (84)  
 


1070.0  - Section 8 - Participants who may be Vulnerable
Women who are pregnant and the human fetus
8.1 Will the research seek to recruit, or be likely to recruit, women who are pregnant and/or the human fetus (NS 4.1)? (64)  
1070.1  ⇒ No   - Go to question 1090.0 
1070.2  ⇒ Yes  - Go to question 1080.0 

1080.0 ⇒ Memo - 8.1(a) Provide a response aligned to each of the relevant principles in NS 4.1: (65)  
 
1090.0  - Children and Young People
8.1(b) Will the research seek to recruit, or be likely to recruit, children or young people under the age of 18 years (NS 4.2)? (66)  
1090.1  ⇒ No   - Go to question 1170.0 
1090.2  ⇒ Yes  - Go to question 1100.0 

1100.0  - 8.1(b-i) Will the research take place in an educational institution (e.g. pre-school, school, university or TAFE)? (225)  
1100.1  ⇒ No   - Go to question 1120.0 
1100.2  ⇒ Yes  - Go to question 1110.0 

1110.0 ⇒ Memo - 8.1(b-ii) Which educational institutions will the research take place in? Attach a copy of the appropriate support or approval from each institution. If no formal permission is required (as may be the case in some countries), state this, and provide reasoning (NS 1.1(e)): (226)  

1120.0 ⇒ Memo - 8.1(b-iii) How will the children or young people benefit from this research? (227)  
 
1130.0 ⇒ Memo - 8.1(b-iv) Describe how the child’s / young person’s capacity to consent to participation in the research will be judged (NS 4.2.2, 4.2.4, 4.2.6, 4.2.9, 4.2.13, 4.2.14): (237)  
 
1140.0 ⇒ Memo - 8.1(b-v) How will the child / young person consent to their participation (NS 4)? (228)  
 
1150.0 ⇒ Memo - 8.1(b-vi) Will consent be obtained from one or both parents or a guardian or primary care giver? How will this be achieved (NS 4.2.7, 4.2.9, 4.2.10)? (229)  
 
1160.0 ⇒ Memo - 8.1(b-vii) How will the child’s / young person’s safety, emotional and psychological security and well-being be provided for? (230)  
 
1170.0  - People in Dependent or Unequal Relationships
8.1(c) Will this research seek to recruit, or be likely to recruit, participants who may be in dependent or unequal relationships (NS 4.3)? (68)  
1170.1  ⇒ No   - Go to question 1249.0 
1170.2  ⇒ Yes  - Go to question 1180.0 

1180.0 ⇒ Memo - 8.1(c-i) People in dependent or unequal relationships can be at risk of being over-researched due to the relative ease of access to them as a population. How has this been taken into consideration in the design of this research (NS 4.3.4)?
What is the nature of the unequal or dependent relationship (e.g. teacher-student, supervisor-staff member, or professional-client)?
If a participant is in a more ‘powerful’ position than the researcher, how will it be ensured that the reporting of results is not unduly influenced by the participant? (238)  
 
1190.0 ⇒ Memo - 8.1(c-ii) How will any influence of the dependent or unequal relationship on the decision to participate in the research be mitigated or minimised (NS 4.3.1, 4.3.7)? (239)  
 
1200.0  - 8.1(c-iii) Will participants be provided with an independent person who is able to support them in making the decision whether or not to participate (NS 4.3.2, 4.3.9)? (240)  
1200.1  ⇒ No   - Go to question 1215.0 
1200.2  ⇒ Yes  - Go to question 1210.0 
 
1210.0 ⇒ Memo - 8.1(c-iii) Explain who this independent person is and how the support will be provided in the consent process. (241)  
 
1215.0 ⇒ Memo - 8.1(c-iii) Explain how potential for undue influence will be minimised throughout the consent process and during the research (NS 4.3.3): (245)  
 
1220.0 ⇒ Memo - 8.1(c-iv) How will realistic expectations of the benefits of the research be communicated to participants (NS 4.3.6)? (242)  
 
1231.0  - 8.1(c-v) Is any kind of permission required for access to the participants e.g. from a head of Department, CEO, or Senior person? (296)  
1231.1  ⇒ No   - Go to question 1250.0 
1231.2  ⇒ Yes  - Go to question 1235.0 

1235.0 ⇒ Memo - 8.1(c-v) Provide details of the permission required for access to the participants (297)  

1240.0 ⇒ Memo - 8.1(d) Has permission for access to the participants been obtained (attach copy)? If not how and when will this be obtained? (244)  
   
1249.0  - People Highly Dependent on Medical Care who may be Unable to Give Consent
8.1(e) Will this research seek to recruit, or be likely to recruit, participants who are highly dependent on medical care who may be unable to give consent? (298)  
1249.1  ⇒ No   - Go to question 1255.0 
1249.2  ⇒ Yes  - Go to question 1250.0 
 
1250.0 ⇒ Memo - 8.1(e) If participants who are highly dependent on medical care and who may be unable to give consent will be recruited, provide a response to each relevant principle in NS 4.4. (70)  
 
1255.0  - People with a Cognitive Impairment, an Intellectual Disability, or a Mental Illness
8.1(e-i) Will this research seek to recruit, or be likely to recruit, participants who have a cognitive impairment, an intellectual disability, or a mental illness? (299)  
1255.1  ⇒ No   - Go to question 1275.0 
1255.2  ⇒ Yes  - Go to question 1260.0 
 
1260.0 ⇒ Memo - 8.1(e-i) How will the researchers determine a person’s capacity to provide voluntary informed consent? What criteria will be utilised in the process (NS 4.5.1, 4.5.6, 4.5.10, 4.5.11)? (246)  
 
1265.0  - 8.1(e-ii) Will any other person e.g. a family member, guardian or person authorised by law be involved in the consent process (NS 4.5.5, 4.5.8, 4.5.9)? (312)  
1265.1  ⇒ No   - Go to question 1275.0 
1265.2  ⇒ Yes  - Go to question 1270.0 

1270.0 ⇒ Memo - Provide details and outline how the consent process will be managed to ensure the person’s capacity to consent. Will consent be reaffirmed or renegotiated once the research has commenced (NS 4.5.7, 4.5.11)? (247)  
 
1275.0  - People who may be Involved in Illegal Activities
8.1(f-i) Is the research designed to expose illegal activity? (313)  
1275.1  ⇒ No   - Go to question 1285.0 
1275.2  ⇒ Yes  - Go to question 1280.0 
 
1280.0 ⇒ Memo - Provide a suitable justification for this. Are there any risks to participants or risks to researchers due to identifying illegal activity (NS 4.6.1)? (248)  
 
1285.0  - 8.1(f-ii) Could the research foreseeably discover illegal activity even if it is not designed to expose it (NS 4.6.6)? (314)  
1285.1  ⇒ No   - Go to question 1287.0 
1285.2  ⇒ Yes  - Go to question 1290.0 
 
1287.0  - Is it possible that the planned recruitment strategy could result in people in other countries being recruited, even if not specifically targeted? (e.g. social media posts or survey links being shared) (412)  
1287.1  ⇒ No   - Go to question 1334.0 
1287.2  ⇒ Yes  - Go to question 1288.0 

1288.0 ⇒ Memo - How will any potential risks from differing norms, culture and laws be managed? (e.g. topics considered safe for discussion in Australia may be considered illegal, immoral or inappropriate in certain countries) (413)  
 
1290.0 ⇒ Memo - Outline the likelihood of such discovery. Justify any risks to participants due to their involvement in this research if illegal activity may be exposed (NS 4.6.2, 4.6.6): (249)  
 


1295.0  - 8.1(f-iii) Will the researchers have any obligation to disclose the illegal activity to a third party (e.g. legal authorities)? (315)  
1295.1  ⇒ No   - Go to question 1320.0 
1295.2  ⇒ Yes  - Go to question 1300.0 
 
1300.0 ⇒ Memo - Outline the obligations and to which parties the activities may need to be disclosed (NS 4.6.3): (250)  
 
1320.0 ⇒ Memo - 8.1(f-iv) How will participant confidentiality / anonymity be maintained throughout the research project (NS 4.6.4)? (252)  
 
1326.0  - 8.1(f-v) Will the researchers have contact with any of the participants in other professional roles? (300)  
1326.1  ⇒ No   - Go to question 1334.0 
1326.2  ⇒ Yes  - Go to question 1330.0 

1330.0 ⇒ Memo - 8.1(f-v) Outline the nature of this relationship together with any professional obligations the researchers may have (NS 4.6.5): (253)  
 
1334.0  - People in Other Countries
8.1(g-i) Will the research be conducted in a country other than Australia or seek to recruit participants from a country other than Australia (NS 4.8)? (301)  
1334.1  ⇒ No   - Go to question 1400.0 
1334.2  ⇒ Yes  - Go to question 1340.0	
 
1340.0 ⇒ Memo - 8.1(g-i) Specify which country / countries that the research / participants will be from, other than Australia (NS 4.8) (254)  
 
1350.0 ⇒ Memo - 8.1(g-ii) Identify how local cultural values and customs will be acknowledged in the design and conduct of the research (NS 4.8.2, 4.8.3, 4.8.12, 4.8.19, 4.8.21): (255)  
 
1360.0 ⇒ Memo - 8.1(g-iii) Are there any local or cultural factors which may make it problematic to comply with ethical standards expressed in the National Statement, and where consideration may need to be given to appropriate alternatives? (256)  
 
1370.0 ⇒ Memo - 8.1(g-iv) Are there any in-country approvals which need to be obtained?
If yes, specify what is required. When will this be completed?
Ensure that copies of approvals will be provided. Provide an outline of the researcher’s experience and expertise to conduct research in the proposed context, including language and culture (NS 4.8.7, 4.8.8, 4.8.9, 4.8.10): (257)  
 
1375.0  - 8.1(g-v) Is the research lawful in the proposed country (NS 4.8.13)? (304)  
1375.1  ⇒ No   - Go to question 1380.0 
1375.2  ⇒ Yes  - Go to question 1390.0 
 
1380.0 ⇒ Memo - Justify why and how the benefits of conducting this research will outweigh the risks: (258)  
 
1390.0 ⇒ Memo - 8.1(g-vi) Include in the response any risks of harm to the researchers when conducting the research in the proposed country and how these will be minimised or mitigated (NS 4.8.18): (259)  
 
1400.0  - 8.1(g-vii) Will any of the participants be in a dependent relationship with the researchers? (NS 4.3) (305)  
1400.1  ⇒ No   - Go to question 1410.0 
1400.2  ⇒ Yes  - Go to question 1405.0 

1405.0 ⇒ Memo - Justify how the dependency will be managed. (306)  
 
1410.0 ⇒ Memo - 8.1(g-viii) How will participants’ questions or concerns be handled? Is there a locally available contact for this (NS 4.8.16)? (261)  
 
1415.0  - Aboriginal and / or Torres Strait Islander peoples
8.1(h) Is the research designed to recruit Aboriginal and Torres Strait Islander peoples (NS 4.7)? (307)  
1415.1  ⇒ No   - Go to question 1445.0 
1415.2  ⇒ Yes  - Go to question 1420.0 

1420.0 ⇒ Memo - Carefully consider how section 4.7 of the National Statement will be implemented in this research. As appropriate, also include reference to the 6 (six) core values determined by Aboriginal and Torres Strait Islander Communities:
- spirit & integrity,
- cultural continuity,
- equity,
- reciprocity,
- respect and
- responsibility.
Provide the response under the following sub-headings;
- Research merit & integrity
- Justice,
- beneficence,
- Respect(If no - (262)  
 
1425.0  - 8.1(h-i) Will the research lead to a significant number of Aboriginal and Torres Strait Islander persons (e.g. due to design, geographical location or recruitment strategy)? (NS 4.7.6) (320)  
1425.1  ⇒ No   - Go to question 1445.0
1425.2  ⇒ Yes  - Go to question 1430.0 

1430.0 ⇒ Memo - How will it be ensured that the research methods are respectful of and acknowledge the cultural distinctiveness of Aboriginal and Torres Strait Islander communities? (NS 4.7.1, 4.7.3, 4.7.4 , 4.7.5, 4.7.10) (263)  
 
1435.0  - 8.1(h-ii) Is the research focused on a topic, disease or health burden identified as being of specific concern to Aboriginal and Torres Strait Islander peoples (NS 4.7.6)? (321)  
1435.1  ⇒ No   - Go to question 1445.0 
1435.2  ⇒ Yes  - Go to question 1440.0 

1440.0 ⇒ Memo - 8.1(h-ii) Provide an outline of this.
Is there evidence of support for the research from the relevant Aboriginal and Torres Strait Islander community (NS 4.7.2, 4.7.8, 4.7.11)? If so, provide a copy of the evidence. If not, explain why not.
How will the outcomes of the research establish or enhance the interests of Aboriginal and Torres Strait Islander peoples (NS 4.7.7, 4.7.9)? (264)  
 
1445.0  - People who may be Vulnerable in Other Ways
8.1(i) Will the research recruit people who may be vulnerable in other ways e.g. identifiable through belonging to a small or easily recognisable community or minority group (NS 3.1.16)?  (309)  
1445.1  ⇒ No   - Go to question 1460.0 
1445.2  ⇒ Yes  - Go to question 1450.0 

1450.0 ⇒ Memo - Provide information about any special cultural or language sensitivities that need to be considered. Include in this whether there are any special requirements regarding information and consent. Is there any likelihood that participants may become identifiable due to their membership of an identified group? Will this research involve access to, use, collection, or acquisition of any culturally sensitive data or material? Are there any issues specific to the participants which need to be considered? (265)  
 
1460.0  - Section 9 - Human Health and Biology
9.1 Clinical, Health and Epidemiological Research
Is this project clinical, health or epidemiological research? (126)  
1460.1  ⇒ No   - Go to question 1520.0 
1460.2  ⇒ Yes  - Go to question 1470.0 - 9.1(a) Does this project relate to a health intervention or treatment (NS 3.1)? (128)  
 
1470.0  - 9.1(a) Does this project relate to a health intervention or treatment (NS 3.1)? (128)  
1470.1  ⇒ No   - Go to question 1480.0 
1470.2  ⇒ Yes  - Go to question 1475.0 

1475.0 ⇒ Memo - 9.1(a) Provide details how this project relates to a health intervention or treatment (322)  
 
1480.0  - 9.1(a) Is this a novel intervention or novel application of a treatment that is not used in the usual care of the health condition (NS 3.1.38)? (129)  
1480.1  ⇒ No   - Go to question 1490.0 
1480.2  ⇒ Yes  - Go to question 1485.0 

1485.0 ⇒ Memo - Provide details of the novel intervention or novel application of a treatment that is not used in the usual care of the health condition. (323)  
 
1490.0  - 9.1(a) Is there likely to be any therapeutic benefit to participants from this intervention? 
1490.1  ⇒ No   - Go to question 1520.0 
1490.2  ⇒ Yes  - Go to question 1495.0 

1495.0 ⇒ Memo - Provide details of the likely therapeutic benefit to participants from this intervention. (324)  
 
1500.0  - 9.1(a) Following the project or the active treatment, will participants have further access to any of the treatment with or without limitations? (133)  
1500.1  ⇒ No   - Go to question 1520.0 
1500.2  ⇒ Yes  - Go to question 1505.0 
 
1505.0 ⇒ Memo - Provide details of what further access participants will have to any of the treatment with or without limitations (325)  
 
1520.0  - 9.2(a) Will the research involve use of any human tissue samples (including organs, blood or bodily fluids) (NS 3.2.4)? (135)  
1520.1  ⇒ No   - Go to question 1590.0 
1520.2  ⇒ Yes  - Go to question 1530.0 

1530.0 ⇒ Memo - 9.2(a) Describe the specimens to be collected and the method/s by which they will be collected: (231)  
 
1540.0 ⇒ Memo - 9.2(c) How is the collection of the biospecimens justified by the potential benefits of the research (NS3.2.4a)? (232)  
 
1550.0 ⇒ Memo - 9.2(d) Outline the qualifications and experience of those involved in the collection of the biospecimens to undertake this according to best practice (NS 3.2.4b): (233)  
 
1560.0 ⇒ Memo - 9.2(e) Describe the arrangements in place to ensure the intended processing, storage, distribution and/or use and ongoing storage as well as eventual disposal of the biospecimens (NS 3.2.4c): (234)  
 
1570.0  - 9.2(g) Will it be possible to re-identify the individual through the label or through an access key (NS 3.2.15)? (235)  
1570.1  ⇒ No   - Go to question 1590.0 
1570.2  ⇒ Yes  - Go to question 1580.0 

1580.0 ⇒ Memo - 9.2(g) Outline the information that may be important for the health of the donor(s), their relatives or their community, whether anticipated or incidental to the scope of the research, that will be provided to the participants and how this will be provided (NS 3.2.15): (236)  
 
1590.0  - 9.2(h) Will the research involve the administration of any chemical compounds, drugs or biological agents? (138)  
1590.1  ⇒ No   - Go to question 1630.0 
1590.2  ⇒ Yes  - Go to question 1600.0 

1600.0 ⇒ Memo - 9.2(h) Provide details including what substance will be administered (dosage, frequency method), where will this be done, who will undertake the administration and what are their relevant training / qualifications and experience:
Attach a copy of the relevant material safety data sheet(s). (139)  
 
1630.0  - 9.2(j) Will the research use no-treatment or placebo control conditions (NS 3.1.5)? (269)  
1630.1  ⇒ No   - Go to question 1650.0 
1630.2  ⇒ Yes  - Go to question 1640.0 
 
1640.0 ⇒ Memo - 9.2(j) Provide details of the proposed no-treatment or placebo control conditions. (270)  
 
1650.0  - 9.2(k) Will the research involve interventions and therapies including clinical and non-clinical trials and innovations (NS 3.1.6)? (271)  
1650.1  ⇒ No   - Go to question 1670.0 
1650.2  ⇒ Yes  - Go to question 1660.0 
 
1660.0 ⇒ Memo - 9.2(k) Provide details of the proposed interventions and therapies including clinical and non-clinical trials and innovations. (272)  
 
1670.0  - 9.2(l) Does the study include the generation or use of any Human genetic information (NS 3.3)? (273)  
1670.1  ⇒ No   - Go to question 1720.0 
1670.2  ⇒ Yes  - Go to question 1675.0 
1675.0  - Have you attached an ethically defensible plan to manage the disclosure or non-disclosure of genomic information of potential importance for the health of research participants or their relatives (NS 3.3.36)? (411)  
1675.1  ⇒ No   - Go to question 1680.0 
1675.2  ⇒ Yes  - Go to question 1680.0 

1680.0 ⇒ Memo - 9.2(l) Provide details of the samples that will be used, and what will be done with these samples. Where will they be sourced from? What permissions are required, and have permissions been obtained?
Attach copies of any special permissions or licenses required. (274)  
 
1690.0 ⇒ Memo - 9.2(m) Describe the arrangements in place to ensure the intended processing, storage, distribution and/or use, and ongoing storage as well as eventual disposal of the specimens (NS 3.2.4c): (275)  
 
1700.0  - 9.2(n) Will the research include investigation of, or access to, human stem cells (NS 3.3)? (276)  
1700.1  ⇒ No   - Go to question 1720.0 
1700.2  ⇒ Yes  - Go to question 1710.0 

1710.0 ⇒ Memo - 9.2(n) Provide details about the stem cells together with justification of what will be undertaken with reference to NS 3.6. How will the research meet the requirements of ART legislation requirements?
Attach copies of any special permissions of licenses required. (277)  


1720.0  - 9.2(o) Will the research involve any physically invasive procedures (other than blood or tissue sampling)? (278)  
1720.1  ⇒ No   - Go to question 1740.0 
1720.2  ⇒ Yes  - Go to question 1730.0 
 
1730.0 ⇒ Memo - 9.2(o) Provide details of any physically invasive procedures (other than blood or tissue sampling). (279)  
 
1740.0  - Clinical, Health or Epidemiological Trial
A clinical trial is “any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects on health outcomes” (NS 3.1.7).
The National Statement also defines a clinical trial as a form of human research designed to find out the effects of an intervention. Health-related interventions can include drugs, surgical procedures, devices, behavioural treatments, dietary interventions or process-of-care changes. Health outcomes include any biomedical or health-related measures obtained in participants, including pharmacokinetic measures and adverse events.
Is this project a clinical, medical or epidemiological trial as defined above? (114)  
1740.1  ⇒ No   - Go to question 1890.0 
1740.2  ⇒ Yes  - Go to question 1750.0 
 
1750.0  - 9.3(a) If this project is a clinical trial, has the trial been registered in a publicly accessible trials registry (e.g. the Australian New Zealand Clinical Trials Registry) (NS 3.1.7)? (115)  
1750.1  ⇒ No   - Go to question 1755.0 
1750.2  ⇒ Yes  - Go to question 1760.0 

1755.0 ⇒ Memo - 9.3(a) If no, state the reasons why trial registration has not been undertaken, and indicate if or when registration will be undertaken: (319)  
 
1760.0 ⇒ Memo - 9.3(a) State the name of the registry and the registration number.




1770.0  - 9.3(b) Is this a randomised controlled trial? (117)  
1770.1  ⇒ No   - Go to question 1790.0 
1770.2  ⇒ Yes  - Go to question 1780.0 

1780.0  - 9.3(b) Does it meet CONSORT criteria (see CONSORT for details)? 
1780.1  ⇒ No   - Go to question 1800.0 
1780.2  ⇒ Yes  - Go to question 1790.0 
 
1790.0  - 9.3(c) Is this a CTN (Clinical Trial Notification Scheme) trial? 
1790.1  ⇒ No   - Go to question 1810.0 
1790.2  ⇒ Yes  - Go to question 1810.0 

1800.0 ⇒ Memo - 9.3(c) Explain why it does not meet CONSORT criteria. (119)  
 
1810.0  - 9.3(d) Is this a CTA (Clinical Trial Approval Scheme) trial? 
1810.1  ⇒ No   - Go to question 1820.0 
1810.2  ⇒ Yes  - Go to question 1820.0 
 
1820.0  - 9.3(e) Is this trial a multi-centre trial or study? (122)  
1820.1  ⇒ No   - Go to question 1890.0 
1820.2  ⇒ Yes  - Go to question 1830.0 

1830.0 ⇒ Memo - 9.3(e) Advise the names of any other Australian University or research centre you may be collaborating with: (123)  
 
1840.0 ⇒ Memo - 9.3(f) How many trial sites are there? Provide the Name and Location of each trial site. If the site is in Australia, provide the state. If it another country, provide the name of the country. (124)  
 



1890.0  - 10.3 Intrusiveness
Adverse reactions are possible when research intrudes into participants’ personal lives or emotions.
Do any of the following apply?
- Are there any aspects of the study that are intrusive in areas ordinarily considered personal and private, or that could create apprehension and anxiety for participants?
- Will personal details or private information be collected which may cause individuals to be apprehensive?
- Could the research evoke anxiety or lead to the recall of painful memories?
- Will participants be asked to provide any information or commit any act, which might diminish self-respect or cause them to experience shame, embarrassment or regret?
- Does the research use any stimuli, tasks, or procedures, which may be experienced by subjects as stressful, noxious, or unpleasant?
- Will any procedure be used which may have an unpleasant or harmful side effect? (NS 2.1)
- Will the research induce or create physical pain beyond mild discomfort? (NS 2.2.10)
1890.1  ⇒ No   - Go to question 1990.0 
1890.2  ⇒ Yes  - Go to question 1940.0 
 
1940.0 ⇒ Memo - 10.3(a) If you answered yes to any of the previous questions, provide a brief description of the intrusive aspects of the study and outline how risks to participants will be mitigated, especially what will be done to alleviate any anxiety or apprehension and / or to provide participants with appropriate support: (172)  
 
1990.0  - 10.4 Adverse Consequences
Are there any foreseeable minor adverse consequences for participants?
For instance, following some treatments people commonly experience a short-term increase of symptoms; or asking people about negative emotions may draw their attention to this and mildly exacerbate symptoms. Once approved, minor adverse consequences do not need to be reported as an ‘adverse event’ unless they occur with greater frequency or duration than outlined and approved. 
1990.1  ⇒ No   - Go to question 2010.0 
1990.2  ⇒ Yes  - Go to question 2000.0 

2000.0 ⇒ Memo - 10.4 Provide details of foreseeable minor adverse consequences for participants: (178)  
 

2010.0  - 10.5 Reimbursement
Is any reimbursement, payment, inducement or other reward being offered to participants (NS 2.2.10, 3.1.22)?  (179)  
2010.1  ⇒ No   - Go to question 2030.0 
2010.2  ⇒ Yes  - Go to question 2020.0 

2020.0 ⇒ Memo - 10.5 State what will be offered, to what amount or value and for what purpose (e.g. a voucher as a prize, reimbursement to cover expenses, etc.) and how / when this will be awarded: (180)  
 
2030.0  - Section 11 - Feedback
11.1 Feedback and Research Outcomes
Feedback (research outcomes) should be made accessible to participants in a way that is timely and clear (NS 1.5, NS 3.1.35).
Ensure that information provided to participants includes how and when feedback will be made available. In most cases feedback should be specifically designed for participants. Providing a copy of a thesis or academic journal paper is generally not suitable.
Will it be appropriate to provide individualised or personalised feedback to participants (NS 3.1.33, 3.1.63 – 3.1.64)?  (181)  
2030.1  ⇒ No   - Go to question 2050.0 
2030.2  ⇒ Yes  - Go to question 2040.0 

2040.0 ⇒ Memo - 11.1 Provide a feedback plan (NS 3.1.65). Consider;
- Will the research generate findings or results of significance to participants or others?
- Will the researchers disclose findings or results to participants, or others? (e.g. clinicians or relatives) and how will this decision be reached?
- Will participants be advised in advance of the option to receive individualised findings or results, and how will they communicate their preference?
- Outline how the findings or results will be provided to participants
- Outline the relevant expertise of the person communicating the findings or results
- Outline how the level of privacy desired by participants will be protected.  (182)  
 
2050.0 ⇒ Memo - 11.2 Outline the process by which feedback will be made available to participants (e.g. individually or via a newsletter or published on a website) (NS 3.1.72): (183)  
 
2060.0 ⇒ Memo - 11.3 How will the project results be disseminated in the wider community (e.g. publication in journals and presentations at conferences) (NS 3.1.69 – 3.1.71)? (184)  
 
2065.0  - 11.4 Is there a likelihood that findings may need to be made available to third parties (for examples see NS 3.1.66 – 3.1.67)? (332)  
2065.1  ⇒ No   - Go to question 2080.0 
2065.2  ⇒ Yes  - Go to question 2070.0 
 
2070.0 ⇒ Memo - Provide details of the likelihood that findings may need to be made available to third parties (for examples see NS 3.1.66 – 3.1.67): (185)  
 
2080.0  - Section 12 - Federal Privacy
12.1 Federal Privacy Legislation
The following questions are part of the requirements concerning federal privacy legislation.
12.1(a) Is this project medical research (including epidemiological research)? (96)  
2080.1  ⇒ No   - Go to question 2120.0 
2080.2  ⇒ Yes  - Go to question 2090.0 
 
2090.0  - 12.1(a) Will you require the use or disclosure of information from a Commonwealth agency? (97)  
2090.1  ⇒ No   - Go to question 2120.0 
2090.2  ⇒ Yes  - Go to question 2100.0 
 
2100.0  - 12.1(a) Will the information to be disclosed be personal information (i.e. identifiable information)? (98)  
2100.1  ⇒ No   - Go to question 2120.0 
2100.2  ⇒ Yes  - Go to question 2110.0 
 
2110.0  - 12.1(a) Will you be obtaining consent from the individuals to whom the information relates? (99)  
2110.1  ⇒ No   - Go to question 2120.0 
2110.2  ⇒ Yes  - Go to question 2120.0 
 
2120.0  - 12.1(b) Is this research relevant to public health or safety, or to the management, funding or monitoring of a health service? (100)  
2120.1  ⇒ No   - Go to question 2140.0 
2120.2  ⇒ Yes  - Go to question 2133.0 
 
2133.0  - Does the research involve the collection, use or disclosure of information from a private sector organisation?  (316)  
2133.1  ⇒ No   - Go to question 2140.0 
2133.2  ⇒ Yes  - Go to question 2135.0 

2135.0  - Will you be collecting, using or disclosing health information? (317)  
2135.1  ⇒ No   - Go to question 2140.0 
2135.2  ⇒ Yes  - Go to question 2137.0 

2137.0  - Will consent be obtained from the individuals to whom the health information relates? (318)  
2137.1  ⇒ No   - Go to question 2140.0 
2137.2  ⇒ Yes  - Go to question 2140.0 

2140.0 ⇒ Tickbox   - Section 13 - Data
13.1 Identifiable Data Sources
Will any of the following be taken (photos, videos, or audio) (tick all that apply): (104)  
2140.1  ⇒ Photographs in which individuals can be identified   
2140.2  ⇒ Video-recordings of participants  
2140.3  ⇒ Audio recordings e.g. of interviews or focus groups  
2140.4  ⇒ Go to question 2150.0 




2150.0 ⇒ Memo - 13.1 If you ticked any of the above, justify and describe each use. Otherwise, type NA below.
Include the following information:
- How will specific consent be obtained?
- How and where will recordings be stored during and following the research?
- Will participants be able to edit the transcripts or tapes?
- Will participants have any later opportunity to agree on any excerpts or quotes to be used in publications? (105)  

2160.0 ⇒ Memo - 13.2 Data Analysis
Explain how the information or data obtained for the project will be analysed, including any statistical tests or qualitative analyses (Simply referring to a software package will not be accepted): (106)  
 
2170.0 ⇒ Memo - 13.3 Data Management and Storage
A data management plan related to the generation, collection, access, use, analysis, disclosure, storage, retention, disposal, sharing and re-use of data and information, should be developed (NS 3.1.45 – 3.1.50, 3.1.73 – 3.1.74). Ensure the identity of participants cannot reasonably be ascertained from any published data or information unless they have agreed to be identified (NS 3.1.42).
13.3(a) How and where will data be stored during the study? How will data security be managed? How will participant confidentiality be handled in the data storage? Will personal identifiers be removed or retained (NS 3.1.40 – 3.1.41, 4.3.10)
Please refer to the Murdoch University "Research Data Management - Research Guide" for current University practices
See Research Data Management for advice. (107)

2180.0 ⇒ Memo - 13.3(b) Describe the data which will be stored following the study.
How and where will data be stored, how long will data be stored and how will data security be managed? Will data be destroyed at some point? If so, when? Will data be retained long term? If so, how? (108)  
 
2185.0  - 13.3(c) Following the study, will any individually identifiable or re-identifiable data be stored? (333)  
2185.1  ⇒ No   - Go to question 2220.0 
2185.2  ⇒ Yes  - Go to question 2190.0 

2190.0 ⇒ Memo - 13.3(c) Justify the need for storing individually identifiable or re-identifiable data. Why can it not be stored as non-identifiable data? (109)  
 
2200.0 ⇒ Memo - 13.3(d) When and how will data be disposed of? If data will be retained indefinitely or over the long term, provide an indication of this and whether it is likely at any point that the data may be destroyed or be disposed of: (111)  
 
2205.0  - 13.3(e) Is it likely that the data will be utilised for any future research or potentially be made available to other researchers either directly or through a wider resource (e.g. a databank or repository)? (334)  
2205.1  ⇒ No   - Go to question 2220.0 
2205.2  ⇒ Yes  - Go to question 2210.0 

2210.0 ⇒ Memo - 13.3(e) If it is likely that any of the data will be utilised for any future research or potentially be made available to other researchers either directly or through a wider resource,
- Describe what data will be made available and how (e.g. in what format and resource)
- Will the data be individually identifiable or re-identifiable?
- Will the participant consent clearly reflect for participants that data will be made available and whether or not this will be (re-)identifiable? (113)  
 
2220.0 ⇒ Memo - Section 14 - Other
14.1 Other Ethical Issues
Are there any issues in this study, such as:
- Competing interests or possible conflicts of interest?
- Restrictions on publications resulting from this study?
- A risk that the publication of the results could cause any kind of harm (including physical, psychological, spiritual, emotional, social and financial) to individual participants, to participants’’ employability or professional relationships, or to their communities? - Any risk involved to any participant or member of the research team that have not already been addressed?
Are there, in your opinion, any other ethical issues involved in the research?  (187)  
 


2230.0 ⇒ Tickbox   - Section 15 - Attachments
Check all that are applicable: (189)  
2230.1  ⇒ Information letter(s)  
2230.2  ⇒ Consent form(s)  
2230.3  ⇒ Recruitment material  
2230.4  ⇒ Questionnaires, surveys, interview questions, etc.  
2230.5  ⇒ Approvals and/or letters of support  
2230.6  ⇒ Working with Children Check  
2230.7  ⇒ Evidence of qualifications  
2230.8  ⇒ Psychology & Exercise Science portal assignment  
2230.9  ⇒ Other relevant information or documentation  
2230.10  ⇒ Research Data Management Plan
2230.11  ⇒ External Investigator Declaration Form
2230.12  ⇒ RAMP form
2230.13  ⇒ Go to question 9999.0 - END OF QUESTIONNAIRE (30)  
 




image5.png




image6.png




image7.png




image1.png




image2.png




image3.png




image4.png




