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Important Information and Instructions for Researchers

This application form is to be used by researchers seeking a Low Risk ethical review for research involving human participants. 
To determine whether your research project is eligible for a Low Risk review, please complete a Low Risk Review Checklist and refer to Section 2 of the National Statement regarding risk and benefit.

Refer to the following documents for important information:

Human Research Ethics - Policies and Procedures
Australian Code for the Responsible Conduct of Research (2018) (Aust.Code)

National Statement on Ethical Conduct in Human Research (2007, updated 2018) (NS)

Other important National guidelines and useful Information - Useful Links. 

Your ethics application MUST provide the following before the HREC sub-committee will review:

· Full completion of each 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.
· Approval by the School Research Committee (SRC). Applications without SRC approval will not be considered.
Please Note:

· Ensure that you are using the most current version of this form. Forms are found at Applications Forms.

· 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.
· The HREC sub-committee may decide that your research project does not qualify as “Low Risk” and will therefore require a Full Review application or may find the study requires substantial changes prior to the commencement of the study. 
· 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.
Application for Low Risk Ethical Review of a Research Project involving Human Participants
HREC Reference Number (Research Office use only)    FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
- FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 

1.
Project Title


2.
Project Type

(Type ‘X’ to options that apply)
	 
	Student Research Project
	
	 
	Staff Research Project

	
	  PhD
	  Honours
	
	

	
	  Masters
	  MD 
	
	

	
	  Other           
	
	


3.
Expected duration of the project

Expected commencement date of recruitment: 
     
Estimated project completion date:


     
4.
School / Institute:
     
5.

Research Team Details

a)

Chief Investigator / Supervisor:



(Must be a UNDA staff member with responsibility overall or of the UNDA arm of the project)
	Name
	     

	School or Institute
	     

	Email
	     

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

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


b) 
Co-Investigator / Student:

	Name
	     

	School or Institute
	     

	Email
	     

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

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


c) 
Co-Investigator / Student:

	Name
	     

	School or Institute
	     

	Email
	     

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

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


d) 
Co-Investigator / Student:

	Name
	     

	School or Institute
	     

	Email
	     

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

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


 (Copy and paste boxes for additional researchers)

6.
Other personnel involved
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.) 
	  YES
	  NO
	If YES, specify who and what this person/people will do in the context of this project.


	     


7.
Research Project Location 

a)
Where will the research project be undertaken? 
	     


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

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


	     


c) 
Is this a multi-centre research project?                                                                      [Refer to NS 5.2.9]
(e.g. involves hospitals, collaboration with researchers from other institutions, undertaken by new UNDA staff/student who have transferred with existing research projects etc.)

	  YES
	  NO
	If YES, provide details on all participating sites.     


	     


8.
Other HREC Approvals                                                                                            [Refer to NS 5.2.9]

Does this project have approval by another HREC/s and/or will this project be submitted to another HREC/s for review? 

	  YES
	  NO
	If YES, provide the name of the HREC/s, and indicate the status of each application. Indicate which committee you consider to be the primary HREC for this project and why.

Attach copies of approval letters and any relevant correspondence.


	     


9. 
 Funding                                                                                                   [Refer to NS 3.1.9, 3.1.10, 5.2.8]

Is this research project the subject of a grant application? 

	  YES
	  NO
	If YES, provide details of the funding agency and amount.     


	     


10.
Conflict of Interest                                               [Refer to NS Chapter 5.4 and Australian Code R24]
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? 
	  YES
	  NO
	If YES, provide details below and explain how this will be managed and how your participants will be informed of the conflict of interest.


	     


11.
Research Project Aims

a) 
Provide a list and definitions for any technical terms, jargon and acronyms which may assist the HREC to understand this application.

	Term


	Lay Explanation/Definition




b)
Provide a description of the Aims and Justification for the Research Project:
[Refer to NS Section 1, Chapter 3.1, and Sections 5.2.5, 5.2.6]

	· What is the Aim, Objective, Research Question/s or Hypothesis of the research project?

· What is already known about this topic and what research has already been conducted on this topic or field of research? 

· Why is it important to conduct this research project?

(Approximately 1 page)


12.
Details of procedures                                                                              [Refer to NS Sections 3.1, 3.2]

a) 
Which of the following data collection tools / techniques and/or procedures will be used in this research project?  (Tick all that apply)
	Questionnaire / Survey
	 

	One-on-one Interview
	 

	Focus group Interview 
	 

	Observation of participants 
	 

	Audio- and/or Video-recording (of interviews or observations etc)

Collection of blood, body fluid, tissue or DNA sample

Other [Please give brief details below. Max 50 words)
	 
 FORMCHECKBOX 


	Information sourced from a databank   
	 


	Use of already collected human biospecimens (attach Appendix A)      
	 

	Use of already collected genetic material (Attach Appendix A)           
	 

	Other (Provide details below in b)
	 


b) 
Provide detailed information for each of the data collection methods to be used in this research project as indicated in section a).

Attach a copy of each of the data collection tools indicated e.g. questionnaire, interview/focus group questions, exercise regime, diary etc. 

	· Describe each procedure/s or task/s participants will be asked to take part in.

· Outline the information that will be collected about each individual.

· Describe how you will analyse the data in order to draw conclusions to meet the aim/s of your research.

(Approximately 1-2 pages)


13.
Participant Group                                                                     [Refer to NS 3.1 Element 2 and Section 4]

a)
Identify the targeted participant group (Tick all options that apply)
  

	i. Students or Staff of this university
	 

	ii. Adults (over 18 years old and competent to give consent)
	 

	iii. Children / Young people (under age 18 years)                        [NS 4.2] 
	 

	iv. People in dependent or unequal relationships                        [NS 4.3]
	 

	v. People in other countries [NS 4.8]
	 

	vi. People whose primary language is other than English       [NS 5.2.17]
	 

	Other (Provide details below in b)
	 


b) 
Provide details of your participant group including the number required, age range, sex, source and any other relevant details.       
                                         
 [Refer to NS 3.1 Element 2]
	· If sourcing information about individuals from a databank, describe the participants whose data will be accessed and used for this project.

· If you ticked iii in a), provide details about the awareness and comprehension levels of the participants and how parents will be involved.

· If you ticked iv in a), provide details regarding the nature of the dependent or unequal relationship.


c) 
Provide justification for the number of participants you intend to recruit. 

[Refer to the NS Ch1.1, 5.2.5, 5.2.6]
	· If sourcing data from a databank, provide a number of records/files/datasets you will need in order to achieve your aims.
· 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/ )


14.
Community Engagement & Consultation Support                                      [Refer to NS 2.2.13]
Have you engaged and consulted with the community / group / stakeholders to which the research outcomes pertain? 
For research involving schools, consultation discussion with the school community should be built into the research design.                                                                                                                                     [Refer to NS 4.2.3]

	  YES
	  NO
	If Yes, describe this consultation, including how the outcomes of meetings has been incorporated into the research design. Provide a copy of a support letter from the relevant community/group leader.


	     


15.
Participant Recruitment   
                                                                    [Refer to NS 3.1 Element 2]

a) 
Indicate the method of recruitment (Type X to all options that apply)  

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

	Email
	 

	Telephone
	 

	Social media e.g. Facebook
	 

	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 researcher/s
	 

	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)
	 


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

Attach a copy of your advertisement, flyer, letter, email etc. to the application.

	· Explain step by step how the potential participants will be invited to participate and by whom. 

· If there are dependent relationships identified, how will you ensure there is no pressure to participate?


c)
Payment or Incentives offered to Participants                                   [Refer to NS 2.2.10, 2.2.11, 3.1.22]

Do you propose to pay, reimburse or reward participants? 
	  YES
	  NO
	If YES, how much and for what purpose? Please justify the approach below.


	     


16.
Participant Information                                                                         [Refer to NS 2.2, 3.1 Element 3, 5.2.17]  
a) 
Will you be providing participants with information in a written Participant Information Sheet? 

	  YES
	  NO
	If YES, attach a copy of your Participant Information Sheet.

If NO, provide details of the protocol you will use to explain the research project to participants and invite their participation?


	     


b) 
Will arrangements be made to ensure that participants who have difficulty understanding English can comprehend the information provided about the research project? 

	  YES
	  NO
	If YES, what arrangements have been made? 

If NO, provide reasons.


	     


17.      Participant Consent                                                                             [Refer to NS 2.2, 3.1 Element 3]

a)  
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
	 

	Waiver of consent
	 

	Opt-out approach
	 


b)  
Describe the plan for obtaining participant consent.                                 [Refer to NS 2.2.12, 4.4, 4.5]

	· Attach a copy of your Consent Form is 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 you are using an opt-out approach, please justify why according to each condition outlined in NS Sections 2.3.6 – 2.3.8.

· If you are seeking a waiver of consent, please justify why according to each condition outlined in NS Sections 2.3.10 and 2.3.11.


c)
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 – 2.3.5]
	  YES
	  NO
	If YES, provide a clear justification. You will also need to provide participants with details of the deception in a debriefing and give them the opportunity to withdraw their data if they wish to do so.


	     


18.
Dissemination of Research Outcomes          [Refer to NS 3.1 Elements 5, 6 and Australian Code R23]

a) 
How will the research project outcomes be disseminated at the end of the project? 

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

	     


b)
What feedback will be provided to the participants and how will this feedback be given? 

                                                                                                                          [Refer to NS 3.1 Element 5]
	         


19.
Data Management                                      
 [Refer to NS 3.1 Element 4, 7, Australian Code R22, UNDA Policy: Research Data Management]
Attach a copy of your Data Management Plan
a) 
How will the identity of participants be protected during the data collection and data analysis phases of the project?
	     


b) 
How and where will data be stored securely during the research project? 

	     


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


d)
How, where and in what format will data be stored following completion of the research project?                 
[Refer to Policy: Research Data Management and Procedure: Research Data Management]
	     


e)
Will the data be used for future research or potentially be made available to other researchers? 

	  YES
	  NO
	If YES, describe what data and what consideration has been given to participant consent.


	     


20.
Declaration by the Research Team 

All researchers listed in Section 5 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 (2007, updated 2018), 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

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


21.
Declaration by the School Research Committee (SRC) 

· The SRC has reviewed this application and considers the methodological/technical and ethical aspects of the proposal to be appropriate to the tasks proposed.

· The SRC considers that the researcher has the necessary qualifications, experience and facilities to conduct the research set out in the attached application, and will be able to deal with any emergencies and contingencies that may arise.

Comments/Conditions: 

	     



	Name of SRC Chair 
	     


	Signature 
	     


	Date
	     



Note: If the SRC Chair is also a named researcher on this project, the declaration must be signed by another authorised member of the SRC.
The SRC must forward the original application, including attachments to the Research Ethics Officer for assessment by the HREC. 

22.
Attachment Checklist
Please check that the following 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 (Section 7) 
	 
	 
	 
	 

	Approvals/Correspondence from other HREC/s (Section 8) 
	 
	 
	 
	 

	Reference List (Section 11)
	 
	 
	 
	 

	Data Collection Tools (Section 12)
	 
	 
	 
	 

	Appendix A – human biospecimens (Section 12)

	 
	 
	 
	 

	Community Support information (14)
	 
	 
	 
	 

	Recruitment advertisement, approvals (Section 15)
	 
	 
	 
	 

	Participant Information Sheet (PIS)  (Section 16)
	 
	 
	 
	 

	Consent Form (Section 17) 
	 
	 
	 
	 

	Debriefing Material (Section 17c)
	 
	 
	 
	 

	Data Management Plan (Section 19)
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