UOW APPLICATION FOR HREC APPROVAL 

You need to complete this form and the UOW Application Form Part 2 (RDMP)

1. Study Title – include lay title and acronym if appropriate




2. Aims (broad)




3. Research objectives (specific goals)




4. Testable hypothesis (if appropriate)




5. Investigators

	Investigator Name
	

	Contact Details
	

	Role
	Chief Investigator (Note, for student research the principal supervisor should be the Chief Investigator)

	Responsibilities & tasks in this research project
	

	Relevant Qualifications
	

	Experience relevant to this project
	

	Expertise relevant to this project
	


	Training in research ethics within the past 5 years

Please attach evidence of this
	




	Investigator Name
	

	Contact Details
	

	Role
	e.g. Co-investigator/Student/Study co-ordinator

	Responsibilities & tasks in this research project
	

	Relevant Qualifications
	

	Experience relevant to this project
	

	Expertise relevant to this project
	

	Training in research ethics within the past 5 years

Please attach evidence of this
	






	Investigator Name
	

	Contact Details
	

	Role
	e.g. Co-investigator/Student/Study co-ordinator



	Responsibilities & tasks in this research project
	

	Relevant Qualifications
	

	Experience relevant to this project
	

	Expertise relevant to this project
	

	Training in research ethics within the past 5 years

Please attach evidence of this
	




Copy and paste additional copies of the table as needed.


Sites 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
6. Where will the research take place? 

	Site Name
	Type of site
	Activity
	Lead investigator for site

	e.g. Keiraville School
	Primary school
	Interviews and classroom observation 
	Dr D Smith

	
	
	
	

	
	
	
	




Methods
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
7. Do your research methods involve: (multiple selection allowed)
☐	Anonymous questionnaires/surveys (i.e. paper or online)
☐		Coded (potentially identifiable) questionnaires/surveys
☐		Identifiable questionnaires/surveys
☐		Individual interviews or individual Yarnings
☐		Group interviews, focus groups or group Yarnings
☐		Telephone/skype interviews
☐		Social media participation/observation
☐	Examination of student work, journals 
☐	Examination of medical, educational, personnel or other confidential records
☐		Use of data or records from which individuals can be identified without their consent
☐		Use of data from an existing data set established with consent of data subjects
☐		Audio or visual recording with consent (including photographs)
☐		Audio or visual recording without consent (including photographs)
☐		Overt observation of participants
☐	 Covert observation of participants


8. Will there be any procedures, measurements and/or interventions involving the human body?  Please select the procedures: (multiple selection allowed) 
☐	Procedures involving physical experiments (e.g. exercise, wearing of pedometers, reacting to computer images)
☐	Body Mass Index (BMI) measurements
☐	Procedures involving administration of substances (e.g. drugs, alcohol, food)
☐	Physical examination of participants (e.g. blood glucose, blood pressure and temperature monitoring)
☐	Collection or use of body tissues or fluid samples
☐	Surgical procedures
☐	Administration of ionising radiation
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9. Provide a detailed description of the proposed research, clearly outlining what you want participants to do, with a justification for the design.  The justification should reference relevant literature and demonstrate:

a) How the research will advance knowledge in the field
b) That the methodology is able to achieve the stated aims
c) The basis (e.g. power calculation) for determining the sample size; and 
d) That the likely benefit of the research justifies any risks or burdens for participants.  

Please write in terms that can be understood by a non-expert reader.  A flow chart or other diagram illustrating the sequence of research activities would enable the reader to visualise what the participant will experience.






Benefits, Risks & Burdens 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
10. What are the expected benefits of the study to the participants and/or the wider community?




11. What are the expected burdens on participants in terms of time required or any inconvenience?




12. Does the project involve the risk of emotional distress, social or financial harm, physical harm, or the use of invasive procedures (e.g. blood sampling)?  Consideration should also be given to how any risks for researchers will be managed.


Yes ☐    No ☐


If Yes:

a) What are the risks?


b) Explain how the risks of harm or distress will be minimised and managed.  In the case of risks of emotional distress, what provisions have been made for an exit interview or the support of participants (e.g. appropriate counselling) if needed?




13. Will participants (and broader communities, if relevant) be offered any form of recompense, reciprocity, reward or benefit (monetary or otherwise) for participation in the research?
Yes ☐    No ☐

If yes, please detail and provide a justification for the payment, reward or benefit.




14. Is information about criminal activity likely to be revealed during the study? 

Yes ☐    No ☐

If yes, have you included a caution regarding any relevant mandatory reporting requirements in the Participant Information Sheet? Please refer to Participant Information Sheet templates for standard cautions.




15. Please explain how the research design has addressed the ethical considerations that exist in relation to participants’ perceptions, beliefs, customs and/or cultural heritage.
In your response, please clearly detail the specific considerations that have been made to ensure the research is culturally respectful, and whether there are any frameworks that guide research in this context (e.g. AIATSIS Code of Ethics for Aboriginal and Torres Strait Islander Research). 






Recruitment 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
16. What is the rationale for selecting the participants for your study? Specify any inclusion and exclusion criteria.




17. Where will potential participants be approached and informed about the project?  If there is more than one stage to the approach and provision of information, please provide details for each step, including at what point the full information about the project will be provided.






18. What form will this approach take? (multiple selection allowed) 
☐  Advertisement (fliers, posters or newspaper advertisements)
☐  Direct approach (e.g. to people on the street)
☐  Mail-out to potential participants 
☐  Online recruitment
☐  Third party/agency recruitment
☐  Snowballing
☐  Other


19. [bookmark: _Hlk41479915]Please explain how the approach will be made in detail and include copies of any letters, emails, advertisements, participant information sheets or other recruitment information.  Scripts should be provided for verbal processes.






Consent 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
20. Will consent for participation be obtained from participants or their legal guardians?
Yes ☐    No ☐

If yes, is it anticipated that all participants will have the capacity to consent to their participation in the research?



If no, please explain why not (e.g. children, cognitive impairment) and who will be providing consent.


If you responded No to this question, please go to Q36.


21. How will consent for participation be obtained from participants or their legal guardians? (multiple selection allowed)
☐  In writing
☐  Verbally
☐  Tacit (for example, indicated by completion and return of survey)
☐  Other 


22. Please provide details of the method indicated, including when consent will be given and any special arrangements to facilitate this, and explain why this method is the most appropriate and ethical.
For verbal consent, please specify how this will be recorded.    




23. Are the researchers seeking participant consent for the use of data in future research? 

If research data is likely to be required for any future purpose (e.g. for comparison with a related project in the future), details of this future use (such as who will have access to the data and in what format the data will be shared) should be explained to participants now to enable an informed choice about participation. 

Yes ☐    No ☐

If Yes:

a) Please justify the need to retain the data for future research.




b) Please specify whether the researchers are seeking extended or unspecified consent from participants.
☐  Extended – given for the use of data in future research projects that are an extension of the original project, or in the same general area of research
☐  Unspecified – given for the use of data in any future research 





24. If data collection is occurring within or directly in relation to an organisation (including UOW), how will support for the research be obtained from the organisation?  If this will not be done, please explain why.




25. Please provide copies of all documents and scripts used in this process. (upload through the documents tab)




26. How will you address any issues with communication for participants who are not English speaking?




27. Pre-existing relationships can compromise the voluntary nature of participation. Is there an existing relationship between the participants and the researchers and/or funding body?
Examples of dependent relationships include teacher/student, doctor/patient, employer/employee, service provider/service recipient.
Yes ☐    No ☐

If yes, please provide details of any dependent relationship/s and specify what steps will be taken to ensure that participants feel free to participate or refuse to participate in the research without prejudice or disadvantage.




28. What arrangements have been made regarding the participants’ freedom to discontinue participation?  Please explain what participants will need to do.




29. Could there be any adverse effects on participants if they withdraw their consent?
Yes ☐    No ☐

If yes, please explain what the researchers anticipate these effects to be.



30. Will participants be able to withdraw data concerning themselves if they withdraw their consent?
Yes ☐    No ☐

If no, please explain why not.




31. Does the project involve withholding relevant information or specific treatments from some or all participants, or deceiving them about some aspect of the research?
Yes ☐    No ☐

If Yes:

a) What is the justification for this withholding or deception?




b) What steps will be taken to respect the participants’ interest in having full information about their participation?  For example, will there be some form of debriefing, and if so what will this consist of and when and where will it take place?






Confidentiality and Privacy (With Consent) 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾

32. Will any part of the research activities be placed on a visual or audio recording (e.g. digital audio/visual recordings or photographs)?  
33. 
Yes ☐    No ☐

If Yes:

a) What will the recording be used for?


b) Who will see/hear the recording?




34. Is it anticipated that research data will be published? (e.g. in a Journal)
Yes ☐    No ☐

If yes, please ensure that details of this (such as who will have access to the data and in what format the data will be shared) are explained to participants now to enable an informed choice about participation.




35. How will the privacy of individual subjects (and broader communities, if relevant) be protected when recording the data?




36. Will participants have the opportunity to review transcripts and/or any recordings or images used in publications/presentations?
Yes ☐    No ☐

If yes, please explain how this will occur.






Confidentiality and Privacy (Without Consent) 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
37. Who will be providing the information/data to be used in this study?  Please specify the following:

a) Which organisations/bodies you are collecting the information from.   Please specify each organisation and each site.
 
b) The individual custodian of this information, if known.

c) Whether or not any members of the research team generally have access to the information.
 



38. Will the data provided to the researchers be identifiable, re-identifiable, or de-identified?  Please specify the format in which the data will be provided.




39. If the data is being de-identified please specify:

a) How the information will be de-identified. Please provide details. 


b) Who will be de-identifying the information?  If extraction of data is by a student in a clinical setting, state who will supervise the process.


c) Whether this is a person who would normally have access to the information.




40. Is it anticipated that research data will be published? (e.g. in a Journal)
Yes ☐    No ☐

If yes, please explain how the research team will ensure that any information published is not reasonably identifiable.






Monitoring
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
41. What arrangements will be in place to monitor the conduct and progress of the research?






Finance & Conflict of Interest 
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
42. Is there any conflict of interest for this study (i.e. financial or other relationship)? 
Yes ☐    No ☐

If yes, please provide details.




43. Have there been, or will there be, any costs for the project that will require financial support or the provision of goods or services?
Yes ☐    No ☐

If yes, what are the costs? Please provide details or attach a study budget.




44. Will the research receive any funding, sponsorship or in-kind support?  (e.g. NHMRC funding or through provision of equipment, a drug, surgical or a therapeutic device)?
Yes ☐    No ☐

If Yes:

a) Please provide the name of the sponsor/funding organisation/scheme and the amount or nature of the contribution from each source.


b) Is there any affiliation/association or financial interest between the researcher/s associated with this research and the sponsor/funding body?  If yes, please specify.




45. Are there any conditions placed on this research by a funding body or any other party involved in the research?  For example, are there any restrictions on publication?
Yes ☐    No ☐

If yes, please provide details (including relevant sections of contracts/funding agreements).






Insurance & Indemnity
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
46. Does the project involve a therapeutic intervention, physiological trial, the use of drugs, or a surgical device? Examples include physical stress tests, trials of nutritional supplements, psychological interventions.
Yes ☐    No ☐
If Yes:

UOW researchers will need to check that the insurance arrangements are adequate.  Please see the policy guidelines on Clinical Trials Protection https://intranet.uow.edu.au/finance/insurance/policysummaries/UOW016201.html 

External applicants, please provide evidence that appropriate indemnity and compensation arrangements are in place to ensure adequate compensation to participants for any injury suffered as a result of participation in the trial (indemnification forms).  If the research is being undertaken in a private practice/hospital please provide evidence of adequate and appropriate insurance coverage.  Professional insurance must specifically cover research as well as practice.






Data
‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾‾
All data management questions have been removed from the UOW Ethics Application Form and used to generate an all-inclusive, independent Research Data Management Plan (RDMP) document.
Researchers are able to create their RDMP by one of the following two options:
· Generate an RDMP via ReDBox here  
· Complete the RDMP Template available on the Human Ethics webpage here
Please submit your RDMP in the form of a PDF or Word Document, and upload the document in IRMA with the rest of your application.


	
PLEASE NOTE:

1. Please check all Participant Information Sheets and Consent Forms against the checklists on the following page.

2. You must also complete and upload the UOW Application Form Part 2 - Research Data Management Plan (RDMP)





Note: To attach this template to your submission, please complete the following steps:
· Edit the template as required
· Save the document (File > Save As)
· Return to the Coversheet in IRMA
· Select the ‘Documents’ tab and upload the document 
	(<Add>, select the required file, <Upload>)


Checklist for Participant Information Sheets

	Checklist
	Reference to National Statement

	Generally, please check that:

	☐  The Participant Information Sheet is presented on the appropriate letterhead
	UOW requirement

	☐  The Participant Information Sheet has a version number in the footer
	UOW requirement

	☐  A version of the Participant Information Sheet has been provided for each participant group (e.g. participants, parent/caregiver, child, other)
	2.2.3

	☐  The title, language and format used is appropriate and understandable for the particular target group (being mindful of the jargon or discipline-specific terms that may be difficult for a lay person to understand)
	2.2.3 and 5.2.16

	Specifically, the Participant Information Sheet should clearly state:

	Purpose of the research
	2.2.2

	☐  That this is an invitation to participate
	2.2.1 and 2.2.9

	☐  The purpose of the research
	2.2.2

	☐  Whether the research is part of a staff or student project (if a student project should include the degree undertaken and who the supervisor/s are)
	2.2.2 and 2.2.6(l)

	Researchers
	

	☐  Who the researchers are including their contact details (UOW phone numbers and email addresses) 
	2.2.6(e)

	Method and demands on participants
	2.2.2

	☐  What participation will involve, including (where relevant):
	2.2.1 and 2.2.2

	☐  The research procedures (e.g. surveys, interviews, observations etc.)
	2.2.1 and 2.2.2

	☐  The number of stages in the research (e.g. the number of researcher visits)
	2.2.1 and 2.2.2

	☐  The time required for participation (including time per stage if numerous stages)
	2.2.1 and 2.2.2

	☐  The topics covered in the research and if any of these are potentially sensitive (if they are sensitive, examples of the more sensitive discussion points or questions should be included in the Participant Information Sheet)
	2.2.1 and 2.2.2

	☐  If the participant will be audio or video recorded
	2.2.1 and 2.2.2

	Possible risks, inconveniences and discomforts
	2.2.2

	☐  That participation is voluntary
	2.2.1

	☐  What the risks or burdens of participation are (if any)
	2.2.2

	☐  How and when participants can withdraw from further participation, and/or withdraw any data already given (and if there is a timeframe after which data cannot be withdrawn)
	2.2.6(g)

	☐  If there is a relationship between any parties involved in the research (e.g. teachers/students, doctors/patients, managers/employees), state that the relationship will not be adversely affected should the individual choose not to participate in the research
	2.2.9

	☐  If there are alternatives to participation in the research (e.g. other forms of treatment, participation in other classroom activities etc.), state what these alternatives are
	2.2.6(a)

	☐  What support arrangements are in place in case a participant is adversely affected
	2.2.6(c)

	Funding and benefits of the research
	2.2.2

	☐  Amount and source of funding for the research
	2.2.6(h)

	☐  Financial or other declaration of interests of researchers, sponsors or institutions (including any payments or benefits to the researchers)
	2.2.6(i)

	☐  What the benefits are, both for the individual participant and the wider community
	2.2.6(l)

	☐  Any payments to participants
	2.2.6(j)

	 Data management and use
	

	☐  How data will be used and results disseminated (e.g. transfer of data to another person/place, future use of data, production of theses, reports, journal publications, conference presentations, etc.)
	2.2.6(k)

	☐  Arrangements to protect privacy, anonymity (if applicable) and confidentiality. 
	2.2.6(f)

	☐  A clear description of the type of consent being sought:
· specific (for the use of participant data in this project only); or
· extended (for the use of participant data in future research related to this study); or
· unspecified (for the use of participant data in any future research).
	2.2.14 and 2.2.16

	Ethics review and complaints
	

	☐  That this research has been reviewed and approved by the relevant UOW Human Research Ethics Committee (and quote the ethics approval number)
	UOW requirement

	☐  How the research will be monitored
	2.2.6(b)

	☐  Who to contact with any concerns or complaints about how the research is conducted (UOW Ethics Officer, +61 2 4239 2191 or email uow-humanethics@uow.edu.au).
	2.2.6(d)

	How to participate
	

	☐  Explain what the individual needs to do if they would like to participate (e.g. sign a consent form and return it to a researcher, respond to an email, fill in a survey etc.)
	UOW requirement


	


Checklist for Written Consent Forms

	Generally, please check that:

	☐  The Consent Form is presented on the appropriate letterhead
	UOW requirement

	☐  A version of the Consent Form has been provided for each participant group (e.g. participants, parent/caregiver, child, other)
	2.2.3

	☐  The title, language and format used is appropriate and understandable for the particular target group (being mindful of the jargon or discipline-specific terms that may be difficult for a lay person to understand)
	2.2.3 and 5.2.16

	Specifically, the Consent Form should include:

	☐  Confirmation that the participant has read the Participant Information Sheet, has been given (or has access to) a copy and had the opportunity to ask questions
	2.2.1

	☐  A statement of what the participant is agreeing to do 
(Note: if there are multiple stages and participation necessarily involves completing all of them, they should be presented as dot points. If there are multiple stages and participants can participate in some but not all of them, they should be presented as checkboxes that participants can tick. This includes options of being audio and video recorded, and being identified or being anonymous.)
	2.2.1 and 2.2.2

	☐  A statement of the major risks involved for participants
	2.2.2

	☐  A clear description of the type of consent being sought:
· specific (for the use of participant data in this project only); or
· extended (for the use of participant data in future research related to this study); or
· unspecified (for the use of participant data in any future research).
	2.2.14 and 2.2.16



