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Human Research Ethics Committee (HREC)
Application for low risk review of research involving people
	GUIDELINES FOR USING THE LOW RISK REVIEW APPLICATION FORM


Applications will be considered according to the requirements of the National Statement on Ethical Conduct in Human Research (2007) (NS). Before using this form you will need to have read the NS and the information provided on the University’s website at www.adelaide.edu.au/ethics/human/ including the document titled Ethical Issues Checklist for Human Research. 
Research may be eligible for low risk review if it satisfies both of the following conditions:

· It involves no more than low risk either to the research participant or researcher: the only foreseeable risk is one of discomfort.
· It does not involve:
· the use without consent of personal information in medical research, or personal health information (NS 2.3.5).

· clinical and other trials of therapeutic, preventive or diagnostic substances, devices or procedures (NS 3.3)
· human genetic research (NS 3.5)
· human stem cell research (NS 3.6)
· research involving women who are pregnant and the human fetus (NS 4.1)
· research involving young children (with exceptions in some cases) (NS 4.2)
· research participants whose ability to give informed consent is impaired (NS 4.4, 4.5)
· research participants who may be involved in illegal activities (NS 4.6)
· research with Aboriginal and Torres Strait Islander peoples (NS 4.7)
· research on people living overseas (with exceptions in some cases) (NS 4.8).
For additional advice on whether the project may be eligible for low risk review or requires full review please contact the HREC Secretariat.
This form is set up as a series of tables and check boxes and is best viewed in TEXT WIDTH or PAGE WIDTH. The tables will expand to the required size as data is typed in. To use the check boxes, double click on the left mouse button and a ‘Check box form fields’ box appears. Choose CHECKED and OK. If you want to uncheck it, do the same again, choose NOT CHECKED and OK.
All questions must be answered. In addition, the relevant items from the following checklist must be included with the application:

· Participant Information Sheet

· Participant Consent Form

· Survey Instrument, Questionnaire

· List of interview, focus group topics and questions

· Participant recruitment advertisement, flyers, recruitment letter

· Adverse event procedure

· Evidence of approval/rejection by other HRECs, including comments and requested alterations to the application.
The application is to be completed electronically and signed by all researchers involved in the project. Send the original signed version and three photocopies (4 sets in total with attachments collated) to the HREC Secretariat, Research Ethics and Compliance Unit, Level 7, 115 Grenfell Street, The University of Adelaide SA 5005. Email a non-pdf  version to HREC@adelaide.edu.au. 
Low risk research may be reviewed either through a sub-committee of the HREC or executively approved by the HREC Convener. The outcome of the application will normally be advised 3-4 weeks after receipt. Research timetables should allow for the possibility that applications may be deemed to involve more than low risk, or to raise other issues, therefore requiring full review. Researchers may also be required to provide additional information.

The research project can only commence following receipt of the HREC ethics approval number.

	
	Office use only

	Human Research Ethics Committee (HREC)
	Received:
	

	Application for low risk review of research
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	involving people
	Ethics Approval No:
	


	SECTION 1: APPLICANT, OTHER RESEARCHERS AND PROJECT SUMMARY DETAILS


If the project is to be undertaken by a research student the student’s primary or other supervisor at the University of Adelaide is the ‘applicant’.
	Applicant’s name, title and position:
	     

	Telephone:
	     
	EMPLID:
	     

	Department:
	     
	Campus and Institution address:
	     

	Email:
	     

	Qualifications and relevant research experience
	Briefly outline qualifications and relevant research experience specific to the methodology of the project


	Student’s name, title:
	     
	Student ID:
	     

	Program Level:
	PhD, Master's by Research/Coursework, Bachelor's Honours etc
	Department (if not same as Principal Researcher’s)
	     

	Email:
	     

	Qualifications and relevant research experience
	If there is direct contact with participants by the research student outline their experience and/or training to conduct this research.


	Other researcher(s) name(s), title(s) and position(s)
	     
	EMPLID(s) (if applicable)
	     

	Qualifications and relevant research experience
	     


Project title:

	     


Location of the research:
	     


Proposed commencement date of project: 

	     


Estimated duration or completion date of the project:
	     


Source of project funding:
	     


Has or will this project be submitted for approval to other HRECs? Include the HREC’s name and current status of the application (i.e. submitted, approved, deferred or rejected) 
	     


	SECTION 2: NATURE OF THE PROJECT


Aims of the project: (discuss in lay terms; include the research hypothesis to be investigated, outline the values and benefits to participants)
	     


Rationale of the project: (explain in simple language the research methodology and its appropriateness to achieving the aims and provide evidence of an adequate sample size to establish a valid result)
	     


Background to the project: (discuss any previous research of relevance and include references)
	     


Have there been any preliminary studies, if Yes, provide the project title and HREC approval number(s):
	     


Outline the study plan and design, giving a detailed description of all planned interactions between researchers and participants. Attach copies of surveys, interview or focus group schedules, questions, and topics to be covered.
	     


	SECTION 3: PARTICIPANTS AND RECRUITMENT


Who are the participants in this project? Include the source, number and age of all participants and outline how this sample will allow the aims of the project to be achieved.
	     


Outline the participant selection and exclusion criteria (include how and by whom the screening will be conducted): 
	     


How will participants be recruited? Explain each of the following areas in sufficient detail: 

· How you will recruit volunteers onto the study. How will people be approached and asked if they are willing to participate? How and by whom will names and contact details be accessed?
· Material (Attach a copy of any advertisements, flyers or other material to be used.)
	     


If recruitment is to be conducted by a third party or another organisation, outline how this will be done?
	     


Describe any possible risks to the health or safety of the researcher(s) when undertaking the research? Note: where interviews are to be held in participants’ homes as opposed to public places provide a rationale for why this is necessary and outline the personal safety protocol for the researchers involved:
	     


	SECTION 4: ETHICAL CONSIDERATIONS


Provide a detailed description of all potential risks and benefits to participants (including physical, emotional, social or legal) and steps to address these risks:

	     


Outline the protocol that will be followed in the event of any adverse events?
	     


Will participants receive any reimbursement of out of pocket expenses, or financial or other rewards as a result of participation? What is the amount or nature of the reward and the justification for this?
	     


Is a written Information Sheet to be provided to all participants? Explain how and when?
	     


How and when will written consent be obtained?
	     


For participants not fluent in English or who have difficulty understanding English, what arrangements will be made to ensure comprehension of the Information Sheet and Consent Form?
	     


	SECTION 5: PROTECTION OF PRIVACY AND CONFIDENTIALITY OF INFORMATION


Which of the following statements apply to the research:
	 FORMCHECKBOX 

	Complete anonymity of participants? (i.e. researchers will not know the identity of participants as the participants are part of a random sample and are required to return responses with no form of personal identification)

	 FORMCHECKBOX 

	Non-identified samples or data? (i.e. an irreversible process whereby identifiers are removed from data and replaced by a code, with no record retained of how the code relates to the identifiers.  It is then impossible to identify the individual to whom the sample of information relates)

	 FORMCHECKBOX 

	Re-identifiable samples or data? (i.e. a reversible process in which the identifiers are removed and replaced by a code.  Those handling the data subsequently do so using the code. If necessary, it is possible to link the code to the original identifiers and identify the individual to whom the sample or information relates)

	 FORMCHECKBOX 

	Participants have the option of being identified in any publication arising from the research?

	 FORMCHECKBOX 

	Participants are referred to by a pseudonym in any publication arising from the research?

	 FORMCHECKBOX 

	Other methods of protecting the privacy of participants? (please describe below)

	     


Will researchers be taking photographs or recordings of participants using audio tape, film/video, or other electronic medium and how are these to be used?
	     


How will the confidentiality of the data collected/disseminated, including the identity of participants, be assured? Where the sample size is very small, it may be impossible to guarantee anonymity/confidentiality of participant identity. Participants involved in such projects need to be clearly advised of this limitation in the Information Sheet.
	     


	SECTION 6: DATA ANALYSIS AND STORAGE 


How is the data to be analysed, and who will have access to the data?
	     


Will participants receive feedback of findings prior to any publication (including access to transcripts of interviews or drafts of reports)?

	     


Will the project outcomes be made publicly accessible at the end of the project and in what forms (e.g. journal article, book, conference paper, the Media)?
	     


Outline the methods to be used for the storage, location, and access to, all records and materials (written or electronic) that have been used/collected during and after completion of the project.
	     


Outline the length of time that the records and materials will be retained by the University. (Note that the minimum period for retention of research data is 5 years from the date of any publication and varies depending on the specific type of research. For more information refer to Section 2.1 of the Australian Code for the Responsible Conduct of Research at http://www.nhmrc.gov.au/guidelines/publications/r39 )
	


	SECTION 7: CONFLICT OF INTEREST OR OTHER ETHICAL ISSUES


Outline any ‘conflict of interest’ issues that may arise during the project?
	     


Do the researchers expect to obtain any direct or indirect financial or other benefits from conducting this research? (Note that such benefits must be declared to the HREC and included in the Information Sheet.)

	     


Outline any other ethical or relevant issues not discussed in this application:
	     


	SECTION 8: DECLARATION BY THE RESEARCHERS


Declaration by the researcher(s)
	I/we have read the National Statement on Ethical Conduct in Human Research (2007).
I/we, the researcher(s) agree to:

· start this research project only after obtaining final approval from the Human Research Ethics Committee (HREC)
· only carry out this research project where adequate funding and personnel is available to enable the project to be carried out according to good research practice and in an ethical manner
· notify the HREC in writing in the event of any adverse or unforeseen events; amendments; completion; discontinuation of the project or changes to research personnel
· provide an annual progress report to the HREC for the duration of the research project; 

· apply for annual renewal (noting approval is only given for a period up to 12 months)
· provide the HREC with a final report
· agree to participate in an audit if requested by the HREC.
In addition, as the applicant, I:
· accept responsibility for the conduct of this research project according to the National Statement on Ethical Conduct in Human Research (2007)
· certify that all researchers and other personnel involved in this project are appropriately qualified and experienced or will undergo appropriate training and supervision to fulfil their role in this project
· will take responsibility for the confidential maintenance of the data as per the University’s Responsible Conduct of Research Policy and as required by legislation.


	Applicant’s signature:
	     
	Name:
	     
	Date:
	     

	Researcher’s signature: 
	     
	Name:
	     
	Date:
	     

	Researcher’s signature: 
	     
	Name:
	     
	Date:
	     

	Researcher’s signature: 
	     
	Name:
	     
	Date:
	     


	SECTION 9: CHECKLIST


The following documents are attached to this application:

	Yes
	No
	N/A*
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Participant Information Sheet

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Standard consent form for a participant in a research project

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Consent form for a child (under 18 years) or a dependent adult who is a participant in research project to be completed by a parent or guardian

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Independent Contacts and Complaints Form

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Survey instrument/Questionnaire

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Procedure/protocol for interviews or focus groups including topics and questions

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Recruitment advertisement, flyers, recruitment letter

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Adverse event procedure

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Evidence of approval/rejection by other HRECs, including comments and requested alterations to the application


*Not applicable
DO NOT PRINT THIS PAGE WITH YOUR APPLICATION
1

