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Why we need to consider research ethics and obtain ethics approval
According to UniSA Research Services:

“It is important that research involving human participants is conducted in a way that protects all people involved in the research: the researcher, the participants of the research, and the University”
Useful resources for preparing your ethics application
All research carried out by UniSA staff and students must be conducted in a manner consistent with University policy and procedures:

http://www.unisa.edu.au/policies/policies/resrch/res02.asp
There is a wealth of information about Human Research Ethics on the University’s web pages so familiarise yourself with what’s available. A good starting point is this page:

http://www.unisa.edu.au/res/ethics/human.asp
There are two major documents that guide the proper conduct of research involving human participants. These are the Australian Code for the Responsible Conduct of Research:
http://www.nhmrc.gov.au/publications/synopses/r39syn.htm
and the National Statement on Ethical Conduct in Human Research:

http://www.nhmrc.gov.au/publications/synopses/_files/e72.pdf
both have been developed by the NHMRC in conjunctions with the ARC and provide the guidelines for all research conducted in Australia. The Ethics Committees at UniSA (and all over Australia) use these documents to assess applications for ethics approvals.
The National Statement is a very readable document, so try to spend some time reading it as you design your study and prepare your ethics application.

Principles of ethical research
The ethical principles outlined in the National Statement are:

1) Research merit and integrity 
2) Justice 
3) Beneficence
4) Respect.
Research merit and integrity: 
Research has merit if it contributes to knowledge and understanding, improves social welfare and individual well-being. Researchers have integrity if they are committed to conducting research with merit and have the expertise, qualifications and competence to conduct or supervise it. Integrity is also demonstrated by the honest conduct and communication of research. 

Justice: 

Research is just if it provides a fair distribution of the benefits and burdens of participation in research. This includes: avoiding over-researching a particular group, ensuring that the selection, recruitment, exclusion and inclusion is fair, and there is no exploitation of participants. Research outcomes should be made accessible to participants in a timely and clear manner.
Beneficence: is expressed in the researcher’s responsibility to ensure that the likely benefits of the research justify the risk of harm or discomfort to participants. Researchers should therefore design research to minimise risk, clarify the potential benefits and risks for participants and be responsible for their welfare while participating in research.

One issue that may arise during research is the uncovering of a physical or mental health problem, knowledge of illegal activity or of child abuse. A common way of dealing with the discovery of a physical or mental health problem is to provide appropriate referrals to participants, such as their GP in the first instance. If there is a chance of discovering child abuse, then the researcher is mandated to report to appropriate authorities. This mandatory reporting will need to be communicated to participants before they enter the study. If you are likely to uncover illegal activities you can keep this information confidential unless subpoenaed by court. 
Respect: 
Respect involves recognition of the intrinsic value of participants and having a regard for the welfare, rights, beliefs, perceptions, customs and cultural heritage, both individual and collective, of persons involved in research. Researchers should respect the privacy, confidentiality and cultural sensitivities of participants and the capacity for participants to make their own decisions and empowering them when they cannot.
Themes in research: Risk and benefit and Consent
Risk and benefit
Research will be ethically acceptable if its potential benefits justify any risks. Risk refers to the potential for harm, discomfort or inconvenience to participants and involves consideration of the likelihood and severity of the risk. Assessing risk involves identifying, gauging, minimising and managing risk. 

Identifying risk: requires the researcher to assess whether the research will lead to harm (physical, psychological, social, economic or legal), discomfort or inconvenience. Risk may extend to non-participants such as the participant’s family or wider community. Low risk research is research in which the only foreseeable risk is one of discomfort.

Gauging risk: involves determining the kinds of harm, discomfort or inconvenience, the likelihood of these occurring and the severity of harm that could occur. Judgements should be made, where possible, on available evidence. The level of risk must also be considered in relation to the benefits of the research such that the benefits justify the risk.

Minimising risk: happens at the research design stage by assessing the research aims and methods in terms of risk minimisation. 
Managing risk: involves including procedures for dealing with risk and for monitoring it during the course of the research.
Participants should be aware of the benefits and risks of research before agreeing to participate.

Consent

Consent should reflect a voluntary choice to participate in research, should be based on sufficient information and understanding of the research and the implications of participation. 
To provide informed consent, participants need to understand the purpose, methods, demands, risks and potential benefits of the research (see p.20 of the National Statement for a comprehensive list). This information is usually provided in an Information Sheet.
In addition, 

· participants should be given the opportunity to re-negotiate consent, especially if the project continues for a long time or there are changes to the researcher

· participants should not be coerced or pressured to take part, this may be subtle and a result of a potential power dependent relationship between researcher and participant 

· where a potential participant is unable to give consent (e.g. young children), some lawful third party (e.g. parent) can provide it as long as the decision to participate is not contrary to the participant’s best interests
· participants who do not wish to participate should suffer no disadvantage and do not need to provide a reason for their non participation, furthermore, participants can elect to withdraw for the research at any stage without consequence

Consent is usually obtained in writing, such as signing a Consent Form, but can be given verbally or indicated by other means such as the voluntary return of an anonymous questionnaire.

What requires ethics approval?
Any research involving contact with human participants for example:

· Clinical research

· Action research projects

· Research involving data collection by interviews, questionnaires, focus groups, observation

· Use of human tissue

· Access to medical or other records which are not publicly available, which identify individuals and which contain personal information.
How to obtain ethics approval
There are two Human Ethics Committees that are relevant for research students, the Division of EASS ethics committee, which handles Honours and Masters by coursework projects of low risk, and the University Human Research Ethics Committee, which handles higher risk Honours and Masters by Coursework, Masters by Research, PhD and staff projects.

DEASS ethics committee website:

http://www.unisa.edu.au/easacademicservices/committees/ethics/
For the majority of Honours and Masters by Coursework projects, applications will be forwarded to the Divisional Ethics Committee. The DEASS website provides instructions on how to lodge an ethics application, including instructions about whether to send it to the Divisional ethics committee or University-wide ethics committee.
The dates of the Divisional Ethics Committee meetings are as follows:

	Date
	Venue

	3rd March
	H2-40

Magill Campus

	7th April
	H2-40

Magill Campus

	5th May
	H2-40

Magill Campus

	2nd June
	H2-40

Magill Campus

	7th July

(only if required/mid-year recess)
	H2-40

Magill Campus

	4th August
	H2-40

Magill Campus

	1st September
	Room G3-06
Mawson Lakes

	6th October
	H2-40

Magill Campus

	3rd November
	Room G3-06

Mawson Lakes

	1st December (if required)
	BH4-21, City West


There are no specific deadlines for submission of applications, they can be submitted at any time via email to lianne.quin@unisa.edu.au. Approvals or requests for amendments usually take around 3-4 weeks. If amendments are required, it will take a little longer while you make corrections, to receive final approval.

IMPORTANT: The committee will take a recess in the mid-year period. The mid-year recess will fall between July 7th and 25th 2008, therefore cut-off date for applications will be Tuesday 10th June. Reviewing of applications will resume on 28th July. 
UniSA Ethics committee website:

This committee’s meeting dates and deadlines for submission of applications appear below:

	Month
	Meeting date
	Deadline for papers (5pm)

	February
	18/2/08
	4/2/08

	March
	31/3/08
	17/3/08

	April
	28/4/08
	14/4/08

	May
	26/5/08
	12/5/08

	June
	30/6/08
	16/6/08

	July
	28/7/08
	14/7/08

	August
	25/8/08
	11/8/08

	September
	22/9/08
	8/9/08

	October
	20/10/08
	3/10/08 (Friday)

	November
	17/11/08
	3/11/08

	December
	15/12/08
	1/12/08


 
The required information and forms are exactly the same for both the Divisional and University ethics committees. This website is probably the most useful for information and resources for submitting an ethics application:
http://www.unisa.edu.au/res/ethics/human.asp
This website contains links to the following  documents:

· The Guidelines for Preparing Ethics Protocols is very useful as it takes you through the completion of an ethics application step-by-step
· The Ethics Protocol Proforma which contains the coversheet, checklist and proforma.
The ethics coversheet records the contact details of the researcher (you) and the title of your project. It also requires your supervisor’s signature.

The ethics checklist identifies any issues that need to be approved by the University HREC rather than the Divisional Ethics Committee and covers things like:
· The nature of the sample
· Risks to participants and researchers
· Variations to the consent procedures the type of methodology used
· Whether other organisations will be involved
· Reporting procedures
· Payment of participants.

Completing the Ethics Protocol Proforma

Write responses in plain English as the committee may not have the same level of expertise.
Remember, the ethics committee is assessing your project from the perspective of considering its worth, the risk involved and the principles outlined above and must be assured that research participants are protected and dealt with appropriately.
Number the sections in line with the proforma so it’s easy for the committee members to read, do the work for them.

Remember to answer the question!
1. Research Aims

1.1 Asks for the aims of the research
1.2 Ask you to provide details of the need for and value of your research (why you doing it, what contribution it will make, why it’s important and significant). 

The reasons behind this are that research involving humans must be valuable so that participant’s time and effort are not wasted. The value should outweigh any risks to individual participants. Therefore you need to justify your research in the context of previous research (provide up to 10 refs in appendix) and to provide a statement about why the research is valuable.
2. Research methodology
2.1 Research questions: what are the questions you want your research to answer? What are your hypotheses?
2.2 Outline your research design and methodology. The committee must be convinced that your research methods will produce valid results.

If you use email or the internet to distribute questionnaires and receive responses, the following statement should be provided to participants:

The researcher will take every care to remove responses from any identifying material as early as possible. Likewise individual's responses will be kept confidential by the researcher and not be identified in the reporting of the research. However the researcher cannot guarantee the confidentiality or anonymity of material transferred by email or the internet.
Include a copy of research tools (i.e. copies of questionnaires, test instructions, interview questions) as Appendix 2 as the committee will need to see them before they can make a decision.

2.3 Indicate whether this is the first stage of a larger project. For many student projects this will be “not applicable”. But if your project forms part of a larger project, the relationship between this project and any previously approved project should be clearly stated. The committee will want to be assured that your project and the data you own can be clearly identified as separate from the larger project. 
If you are joining a larger project and you are adding extra components, then you (or your supervisor) will need to amend the original larger protocol. If you are using the same data as the larger project then your name needs to be added to the original ethics application and your project specified.

3. Research participants
Participants must be volunteers and free to choose to participate or withdraw without consequence. Before they can agree to take part, they must be fully informed about what is expected of them.

Student participants must not be subjected to academic, personal or financial pressure. Check out the Uni’s procedures on gaining approval to access research participants:

www.unisa.edu.au/res/ethics/human.asp#access 
For access to participants within psychology, approval from Head of School is required.

Note: recently the University has decided not to approve recruitment of student/staff participants from within the University via email.

3.1 Who will be approached/recruited? How many participants will you require? Here state who your participants will be and how many will be recruited. If conducting quantitative research, ideally include a power analysis to justify the number, or refer to numbers used in previous research. For qualitative research justify the sample size, or explain how you will determine sample size. The Committee will want to be assured that the number of participants is sufficient to obtain meaningful results.
3.2 List selection and exclusion criteria. You may need to justify these. For example, if you say you will only recruit women in your research, the Committee will want to know why. This is required to ensure equality of participation.

3.3 How will you recruit? Outline the steps involved in the recruitment of participants.

Provide copies of any advertisements, flyers etc that you wish to use(Appendix 3). Advertising materials should include:

· Name of Uni, Division and School

· Title of research

· Description of what participants will be asked to do

· Exclusion criteria

· Name and contact details of contact person (supervisor)
· Details of reimbursement of expenses (e.g. travel)

3.4 How will you provide detailed info about your study to participants? Here outline the steps you will take to provide information so that participants can make an informed choice to participate. You will need to provide a copy of the Information Sheet. Follow the guidelines for the preparation of information sheets provided at: www.unisa.edu.au/res/ethics/infosheet.asp 

The information sheet should provide enough information so that participants can give informed consent. Information sheets may be in the form of a letter, an introduction to a questionnaire or a document headed “information sheet” (Appendix 4).

3.5 Describe how you will obtain consent. Consent is usually obtained by requesting that a consent form (Appendix 5) be signed. By signing the consent form, participants indicate they understand what’s expected and what the potential risks are, that they understand they may not personally benefit from taking part and that they are free to withdraw at any time without prejudice.

If there’s a dependent relationship between the researcher and participant, its best that another person obtains consent; or the participant is incapable of giving consent, then another person must give it.

Consent is normally written. But written consent is not required for anonymous questionnaire studies as the return of the anonymous questionnaire is taken as consent. Confidentiality must be assured.

Use the model consent form: www.unisa.edu.au/res/forms/docs/consentform.rtf including any amendments if necessary.
Original consent forms are retained by the researcher and copies given to participants, consent forms must be retained with your research documentation & materials but separate from the data to help ensure confidentiality. 
3.6 is to be completed if participants have an unequal power relationship with you as a researcher. (e.g staff/student relationship). If there is any possibility of this, you will need to detail how participants will not feel under obligation to take part. This might involve stressing to participants that they are under no obligation, that participation is entirely voluntary, that there are no consequences for not taking part or withdrawing etc. Keep in mind that friends and work colleagues may feel obliged to take part because of their personal relationship with you, so you will need to acknowledge this and state how it will be dealt with.
3.7 asks how you will preserve participants’ confidentiality as you collect and analyse the data and present the results.
It’s important that participants’ confidentiality is maintained, unless otherwise agreed to by the participant. It is also important that the data or findings are released only to other people if this has been agreed during the consent process. If you assure participants that only you will have access to the data, you cannot then decide to allow someone else to access it without going back to participants for their consent.
To ensure confidentiality, it’s important to separate any identifying information from the information you’ve gathered as early as possible in the process. The mechanisms by which you will do this should be included on your ethics application. This is subject to the Privacy Act and the NHMRC Information Privacy Principle.

One way to ensure confidentiality is to replace a person’s name with an ID number. Information can be tied to the ID number from then on. However, a name is not the only way someone can be identified. If there is a small number of participants then it may be easy to identify a particular person, if for example, they are the only female in the sample. In these cases, you will need to think about how to maintain confidentiality (e.g. by not asking for participant’s gender). Participants should be told if the information they will be asked to provide is to be of a personal and sensitive nature and of the procedure by which their confidentiality will be assured.

Keep in mind that focus groups present potential problems for confidentiality as other participants will also be required to keep the content of focus groups confidential. Therefore you will need to include a further statement in the Information Sheet stating that, given the nature of focus groups, confidentiality cannot be assured. In addition, a statement should be included in the Consent Form stating that participants agree to maintain the confidentiality of other participants in a focus group.

3.8 If there are any potential risks (physical, emotional, social or legal) as a result of involvement in the research, these need to be acknowledged here along with details of the steps that will be taken to manage these risks, including any support facilities such as counselling, debriefings or referrals.

Most research is low risk, resulting in inconvenience at most, but try to be mindful of any possible risks. Any risks should be proportional to the benefit of the research. The concern for the interests of the participants is paramount. Any risks should be stated in the Information Sheet so that participants can make a fully informed decision to take part.

Debriefings about the research could also be included to minimise harm.

Any serious or unexpected adverse effects need to be reported to the Ethics Committee and any unforseen events which might affect the continued ethical acceptability of the project.

3.9 If there are potential safety implications for you as researcher, indicate how these will be addressed.

This is to ensure you are safe while conducting the research. Give office telephone numbers, rather than a home number and undergraduate students should provide supervisor’s contact details.

Safety considerations might include: appropriate testing venues, appropriate test equipment, after hours security, contact numbers for University security, medical assistance, suitable clothing, presence of an assistant to protect participants and researcher from any allegations of inappropriate behaviour or misconduct or to ensure researcher’s safety.

3.10 If participants will receive payment, reimbursement or other benefit from participation in the research, provide details and a justification for the level of compensation.

This is required because although participants may be paid for inconvenience and time spent, payment should not be so large as to be an inducement to participate.

Volunteers can be reimbursed for expenses incurred as a direct result of participating in your research (e.g. travel, parking expenses)

4. Recording, reporting, storage and access to the research data and results.

4.1 Describe how the data will be recorded (e.g. audio/video tape, written notes). This involves describing how a record of participant responses will be made. If you wish to audio or video record responses, explicit consent will be required and this will need to appear as a separate statement on the consent form.

4.2 asks what will be done with recorded data once collected and analysed. For the University to comply with Australian Freedom of Information legislation, the data must be stored securely for 7 years in a safe environment. So describe how, where and in what form the data will be stored securely.

This protects you from any question raised about the validity of the data and ensures the Uni complies with legislation. The participant should be told exactly who will access to the data and what it will be used for. If stored on tape, it should be archived so it does not degrade (don’t store on computer disk, but rather on a file that is backed up by the University. Data should be held securely by their School.
4.3 Specify who (apart from you and your supervisor) will have access to the data and results and any conditions placed on that access. Data and results of data must not be accessed, used or disseminated in any way not agreed upon by participants.

5. Ownership of the research

5.1 Detail who will own the data and research. Students normally own the data they collect. The University normally owns the data and results of research by staff.

Related to this is authorship. Authorship of papers resulting from research might be shared. Authorship listings should properly reflect the proportion of work undertaken by each researcher and might appropriately result in student researchers be listed first.

Feedback
More often than not, the ethics committee will require some changes. Even the most experienced researchers cannot think of all the ethical implications of their work, so don’t be alarmed if you get a list of changes or further requests for information. It is the ethics committee’s job to ensure that all research conducted by the University is in accordance with the NHMRC guidelines and they take their responsibilities seriously. 

The Divisional ethics committee has introduced a feedback sheet that expands on the reasons for their comments. You will receive a copy of the feedback proforma after the committee has reviewed your application. A copy can be found on the DEASS EC webpage.
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