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	Before you begin 




Read the National Statement on Ethical Conduct in Human Research and incorporate the ethical principles therein as part of your research plan.  The Statement applies to all human research not just health research.  

The primary purpose of the National Statement is to protect the welfare and rights of participants in research.  History and recent events demonstrate the need to actively ensure all researchers are aware of and adhere to these principles. 

Any Australian institution or organisation which receives government research funding, such as the University of Newcastle, must ensure that all human research conducted under its auspices complies with the requirements of the National Statement.

· When preparing an application, answer fully all questions and check that the application is professionally presented.

· Answers to questions must be:

Expressed in plain English.  Prior knowledge should not be assumed.  Explain any technical terms lay language.  

Enter answers in the spaces provided – be concise but make sure you provide the required detail.  Do not answer questions with “see attached” or “refer to funding application”.

	Who is a research ‘participant’? 




· A “participant” is someone who:



Actively assists you in your research, eg by completing surveys, participating in interviews, discussions or observations, granting access to personal collections of records/photographs etc, testing software, undergoing psychological, physiological or medical treatment or testing;



Is the person from whom tissue has been collected (including blood, urine, saliva, hair – essentially anything in and of the body);



Is identified in a record, eg medical record, university record, employment record, electoral roll; or



Is identified or de-identified in databanks or unpublished human research data, eg if you want to analyse existing unpublished data obtained by someone other than you or obtained for a different research project.

	Common problems with applications for ethics approval



· Poorly designed research.

It is unethical to conduct research which is methodologically unsound, ie where there is little chance of obtaining sufficient data, or data that are useful.  Inexperienced researchers and students must work closely with supervisors and mentors to ensure that the proposed research is feasible.  

The focus of the HREC is to assess and advise on the ethical acceptability of a project, not research methods.  Nevertheless, the National Statement on Ethical Conduct in Human Research requires human research ethics committees to be satisfied that the research design is appropriate and rigorous.  To ensure this, prior to submission for ethics approval, protocols must be peer reviewed within your Faculty or School with Peer Review and Head of School Declarations completed to confirm that the research is methodologically sound.

· Lack of respect for participants’ privacy and autonomy.

Getting participants for your research, whether this involves a discrete activity, use of their tissue samples, or accessing their personal records, should be considered a privilege, not a right nor an expectation.  Research participants give of their time, effort and goodwill to assist researchers to meet their goals.  In return, researchers have a duty to respect participants’ autonomy and protect them from invasion of privacy, inducement, coercion and, as far as is possible, harm.  The free and informed active consent of participants is the gold standard.  Think about how you would like to be approached to be invited to participate in a research project you know nothing about, and how breaches of privacy, or having your freedom of choice compromised, would impact on you.  If it causes you discomfort or disquiet, then it will probably impact on potential participants in the same way.

· Insufficient detail.

Be sure to provide the information requested for each question.  If the HREC is left guessing, it will not be able to approve your application.  Pay particular attention to the content of the written Information Statement to be given to potential participants.  This must be a stand alone document which incorporates all the details required and is easily understood.  Guidelines for writing Information Statements and Consent Forms are provided on our web site.

· Non-essential data items.
Think about what information you really need in order to answer the research question.  Avoid collecting data, particularly personally identifiable data, that is not essential.  For example, if a survey is just as useful if it is completed anonymously, don’t ask participants to identify themselves by name or some other identifier.  This not only protects the privacy of the respondent, but also means a Consent Form will not be required.  This in turn makes security of data much less of a problem as personal identifying information will not be collected.

	Ethical considerations



Voluntary participation

Respect for the autonomy and privacy of potential participants is of prime importance.  Potential participants have the right to decide for themselves whether or not they want to be part of the research.  They should be made aware of the research in a way that does not invade their privacy and does not make them feel obligated, pressured or coerced to consent to participate. It is all too easy to manipulate a lay person’s ‘voluntary’ consent by exploiting, knowingly or unknowingly, their ignorance, fears and respect for ‘experts’.


Potential participants should be informed that participation in the research project is voluntary and entirely their choice, and, if they decide to participate, that they can withdraw without having to give a reason.  Further, they need to know that if they decide not to participate, or to withdraw from the project, their decision will not disadvantage them in any way.  If they are being sought for a project due to their status as a patient, student, or employee of a particular company or industry, they also need to be assured that their decision will not affect their access to medical services, their course assessments, or relationship with their employer, respectively.  

Recruitment 

Plan to recruit sufficient participants to obtain valid, rigorous and useful data, but don’t inconvenience people or expose them unnecessarily to potential harm, by recruiting more than is required.  

By whom and where?
Who will select potential participants and make the initial approach?  Where this requires a personal approach, it should be undertaken by someone the potential participants can reasonably expect to interact with in the context.  For example, if the person is a client of an organisation they should only be approached by staff of the organisation to be given the written information/invitation for the project, either handed, posted or emailed to them.  The clients could then be given the choice of either returning a consent form directly to the researchers, or to the organisation’s staff, if they wished to participate.  The information/invitation would, of course, give them contact details of the researchers if they wanted more information before making a decision.  Alternatively, if it is important that the clients receive a verbal explanation of the project, in addition to the written information, or it places staff in a difficult position to co-ordinate the dissemination of the project information, staff could ask clients whether they would agree to meet a researcher conducting a study into X to provide more information about the study.  While not a preferred option, it can be appropriate given particular circumstances. 


At the same time, the person recruiting potential participants should avoid any conflict of interest or confusion of their role in relation to potential participants. For example, a person’s treating psychologist should not personally invite them to participate in a study in which they are the Chief Investigator or one of the co-investigators, as it could be perceived as coercion by the potential participants.  It is acceptable for research staff, for example a practice research co-ordinator, or a receptionist, to make the initial approach.


Similarly a mail-out to potential participants must be undertaken by someone who has legitimate access to the person’s name and address.  Where this involves records, such as medical, employment, school/university, then access to them for the purposes of mailing out invitations to participate, or complete questionnaires, can only be undertaken by someone with access to those records as part of their normal duties.  

Snowballing
Snowballing is a recruitment technique which uses an initial contact or participant to identify other people who might be eligible for a particular study.  However, disclosure of personal information relating to a third party without their prior consent breaches privacy provisions.  Avoid this by asking initial contacts to either seek the consent of the third parties to pass on their names and contact information to the researcher, or to pass onto them the study information and leave it to the third parties to initiate contact with the researcher if they are interested.  The exception is where the personal information is in the public domain, eg managing directors of companies, listed professionals, public identities.

Adequate time to consider invitation
Ideally potential participants should be able to take the study Information Statement away with them and take as much time as they want to consider whether or not to participate.


If consent is required on the same day or in a shorter period, still give potential participants time to consider whether to participate and the opportunity to contact relatives, friends or their GP if they wish to consult with others, before making a decision.  The amount of time is partially contingent on the complexity of the research protocol and the context in which the potential participants are being recruited (eg, what else is the person doing/having done to them, are they anxious or upset, are they in the right frame of mind to consider participating in a research project?).  


If the protocol does not require the person to sign a consent form (eg, participation is limited to completing a self-administered questionnaire), then the researcher may not need to approach the potential participant at all, and certainly not to check that they have completed the questionnaire.  This can be managed online or by having a secure return box located in or near the area for people to return questionnaires. In a group face-to-face setting, asking everyone who receives the questionnaire to return it to the box, whether or not they complete it, disguises who has and has not participated.  An individual’s decision remains inconspicuous, eg having to cross a waiting room or other gathering to place a questionnaire in the box only if you complete it may be inhibiting for some people. 


When posting an invitation to participate in a telephone interview to potential participants, state in how many days/weeks the call might be made and that at that time they can inform the researchers whether or not they wish to participate.  Also include details of how they can prevent that telephone call, eg a contact number for the researchers.  

Consent  


Where participants are identifiable, the active written or recorded consent of participants is the standard.  The Consent Form or consent recording is evidence that valid consent has been obtained.


Consent must be active.  It should not be passive or on an ‘opt-out’ basis, ie presumed.  For example, it is generally unacceptable to inform potential participants that if they do not return a non-consent/withdrawal form, or indicate their non-consent in some other way, then this will be taken as evidence that they consent to be in the study.  While the HREC may consider an opt-out approach under very limited circumstances, the expectation is that active consent is sought.  Furthermore, people who do not wish to participate should not be asked to identify themselves for the purposes of saying ‘No’, ie you cannot require potential participants to return a Consent form with the options of ‘I do agree/do not agree’ to participate.  


If researchers wish to obtain demographic information on non-consenters, and seeking such information can be justified to the HREC, potential participants must be told that providing the information is optional and the demographic form should not ask for any identifying details.


Exceptions to written consent

Sometimes written consent may be unnecessary or even undesirable.  Anonymous surveys or questionnaires do not require explicit written consent.  The return of a completed survey can be taken as consent.  If the personal details of participants are not required for the purposes of the research, then don’t ask for them.  The security of the research data is much less of a problem if the data are anonymous. However, a survey is not rendered anonymous simply by not asking for names.  Care must be taken to ensure that other questions will not identify individuals, eg demographics, people with particular or rare characteristics, well known or public figures.   


In some communities, written consent of individuals may be culturally inappropriate.  


There are circumstances where verbal consent is ethically appropriate.  For example, verbal consent might be video or audio taped, given over the telephone before a telephone interview, recorded in a researcher’s journal notes, or be all that is required for on-site “vox pop” opinion polls.  


In limited cases it may be acceptable to conduct certain types of research without obtaining consent from participants, eg the use of de-identified data in epidemiological research, observational research in public places.  The reasons and justification for not obtaining consent must be provided to the HREC, having reference to the relevant sections of the National Statement, eg Chapter 2.3.


Consent and competence?

To be able to give voluntary informed consent, a person must be competent.  People are competent to give consent if they are adults or ‘mature minors’ and are able to understand what the research involves, comprehend the information provided to them and understand the implications of their decision.


Clearly, it may be difficult to assess competence and a number of things may affect a person’s competence to give consent, either temporarily or permanently, eg illness, anxiety, or intellectual impairment.  Refer to section 2.2.12-13 of the National Statement.  

The Guardianship Act 1987 (NSW) provides a mechanism to allow the NSW Civil & Administrative Tribunal (NCAT) Guardianship Division to approve certain clinical trials in which persons who are 16 years and older, who lack the capacity to consent to their own medical and dental treatment, may participate.  A trial must be approved by a human research ethics committee before it is submitted to NCAT Guardianship Division.


If you anticipate that participants may not be competent to consent for themselves, and the research project is not a clinical trial, you will need to submit an Information Sheet and Consent Form for the person who has lawful authority to consent on behalf of the participant.  In NSW this is the ‘person responsible’ as defined by the Office of the Public Guardian.


The NSW Office of the Public Guardian defines 'person responsible' as one of the following (in hierarchical order) and is not necessarily the next of kin: 

· an appointed guardian (including an enduring guardian); or, if there is no guardian: 

· the most recent spouse or de facto spouse where there is a close relationship; or, if there is no spouse or de facto spouse: 

· the unpaid carer or the carer at the time the person entered residential care (note: recipients of a government carer benefit are not considered to be paid); or, if there is no carer: 

· a relative or friend who has a close personal relationship with the person.

A ‘person responsible’ cannot consent to special or experimental medical procedures, or consent to treatment if the patient objects.  (Source:  Office of the Public Guardian) 


Consent and children

Refer to Chapter 4.2 of the National Statement for discussions concerning consent and children.


Generally the consent of a parent or guardian will be required for children under 18 years of age participating in research projects.  However, children must at least assent or agree to their participation and can also give consent if competent.  


In most jurisdictions, ‘age of majority legislation’ holds that a person under the age of 18 is considered a minor.  Beyond that age, people can make their own medical decision in the same way as any other adult.  In NSW the age for making medical decisions is 14 years.


Depending on the nature of the research, and the personal situation of the young people, it may be appropriate for teenagers to consent for themselves, with or without information being provided to their parents/guardians.  For example, it is unlikely that parents will be accessible for research involving homeless youth.  However, for any research involving students in NSW public schools, the NSW Department of Education and Training generally requires parent/guardian consent.


Justification will need to be provided to the HREC for any case where it is believed appropriate not to obtain parent/guardian consent.


Except for the very young child who does not have the skills to make a decision whether or not to participate in a project, the Information Sheet to parents/guardians must ask them to discuss the project with their child.  Furthermore, they should be advised that where consent is given by parents/guardians the final decision as to participation rests with the child.  Either the parent/guardian or the child may withdraw the consent at any time.  This must be made clear to the child.  For example, if a parent/guardian consents to their child participating in research to be conducted at the child’s school and on the day the child no longer wants to, it is their right to withdraw and take no further part and their decision must be respected by the researcher.


For those children, who have adequate literacy skills (age 8 and over as a guide), a simplified version of the Information Statement should be developed and included with your application to the HREC.  There should also be a section on the Consent Form for the child to sign if they wish – it should be made clear on the form that this is optional.


Participants from a non-English speaking background

If the research is to involve participants who are not skilled in the English language, then it must be explained to the HREC how they will be catered for, eg interpreters, documents in their chosen language.  If the research is to be conducted in a predominantly non-English speaking community or country, all participant documents (Information Sheet, Consent Form, questionnaires, etc) must be submitted in English together with a translated copy which is verified by a person proficient in both English and the second language that they are a true and accurate translation of the English versions.  These can be submitted after the English version documents have been approved by the HREC but before they are distributed for the purpose of recruitment.  Submission is to human-ethics@newcastle.edu.au.  Please clearly identify the HREC reference number and project title the documents refer to.   

Benefits and risks to participants and minimising risks


In every piece of research involving humans, there is a balance to be struck between the invasiveness of the research interaction or intervention for those participating (eg in terms of discomfort, inconvenience, health risk, loss of privacy, etc) and the value to be achieved by carrying out the research.  The HREC must be in a position to clearly evaluate this aspect of the project.  As far as possible, the benefits should outweigh the risks.


Harm or Risks of Harm  


Any risks of discomfort or harm to participants must be balanced by the likely benefit to be gained.  Risk is the potential for harm, either physical, psychological, social, economic, or legal, or the potential to cause people to think they have been treated disrespectfully.


i.  Harm.   It is often the case that one must do some harm in order to bring about a greater good - every piece of good surgery is an example. What is called for in research is the minimisation of the harm and the maximisation of the good that may result. A change in procedure (even at more inconvenience to the researcher) might reduce or eliminate the harm while leaving the good to be produced unaltered. 


ii.  Risk of Harm.  Often what will be involved is not actual harm of any sort to participants but the risk of some harm. As in the case of harm itself, what is called for is the minimisation of the risk and the maximisation of the good that results. 


If the risk of harm cannot be eliminated the participant must be fully informed of the risks involved.  In explaining these risks to participants, it is essential for the researchers to understand the participant’s perspective.  For example, something that is culturally acceptable for the researcher, might be totally unacceptable to people from a different culture; administration of an experimental drug may produce side effects that are clinically insignificant to a trained doctor, however they may prove alarming to a lay person particularly if they were not anticipated. Where risks are involved, it is essential that the researchers ensure that participants have available assistance to ensure their well-being should the risk events occur.


Refer to Chapter 2.1 of the National Statement for further discussion on this topic.

Payments / rewards / inducements to participants?


Reimbursement may be offered to potential research participants to cover the costs associated with participating in the research. Costs may include travel, parking and any accommodation or meals that may be required.  Reimbursement may also be necessary to cover associated costs such as income forgone, childminding fees, or similar expenses.  Any proposed reimbursement is to be clearly stated in the Information Statement for participants.


The level of any reimbursement offered must not induce or entice a person to take risks and must be commensurate with the activity.  Please refer to Part G of the Human Research Participant Recruitment Guidelines for further discussion and guidance regarding reimbursing participants.  
Confidentiality / anonymity of information received


Confidentiality is the obligation of researchers, to whom private or personal information has been given, not to use or share the information for any purpose other than that for which it was given or agreed to with the participant.  


Anonymity is only possible where the information cannot identify the person to whom it refers by name, inference, association or other characteristic.  Anonymity or de-identification can be irreversible if the identifiers have been removed permanently or the data have never been identified.  These data are referred to as ‘non-identifiable’.  Where identifiers have been removed and replaced by a code, it is possible to use the code to re-identify the person to whom the information relates.  In these cases the data are referred to as ‘potentially identifiable’ or ‘re-identifiable’.  


Audio and visual data (eg videotapes) carry greater potential for identification of individual participants, even when names are not recorded.  You should consider carefully how you will store and dispose of such data.


The information for participants must state clearly what form their data will take and where they are potentially identifiable, what information about them will be used in any report arising from the research.  

Where the project will be conducted
The research should be conducted in a location that is adequately resourced to enable the research to be conducted appropriately, eg the participants’ privacy, comfort and safety is assured, the location is readily accessible, refreshments are easily available if participation requires lengthy sessions, medical personnel and equipment are on hand if required given the nature of the intervention/testing etc.

If the research is to be conducted in another organisation you will need the agreement of the organisation to conduct the research.  A preliminary approach to the organisation to determine whether the project is acceptable or feasible would, in most cases, be appropriate.  Your application for ethics approval is to then include a draft of the formal letter seeking agreement.  It is pointless submitting an application for ethics approval of a project which depends on the agreement of a particular organisation if the organisation is not willing to, or cannot, accommodate the research.  However, the preliminary approach must be just that – there can be no contact with potential participants beyond management and data collection must not commence until ethics approval is granted.

Privacy legislation

If your proposed research involves access to personal information (ie information which can identify an individual) that is held by a Commonwealth or State department or agency, or an organisation in the private sector, and you want to access the information without the consent of the individual to whom the information relates for the purposes of medical/health research, you will have to follow steps that comply with privacy principles established under Commonwealth and NSW Privacy legislation.   For further Information:


Commonwealth departments or agencies:

Guidelines under Section 95 of the Privacy Act 1988 

Private sector: 


Guidelines approved under Section 95A of the Privacy Act 1988 (for private sector data).

Health Information in NSW:


HRIP Statutory Guidelines on Research 
Access to personal information without consent of the individuals concerned should only be considered where it is not possible to obtain their consent and should be regarded as a rare exception to the gold standard of fully informed consent.  

Research involving Illegal behaviour 

If there is a possibility that the proposed research will reveal information about illegal conduct, the researcher must be aware of any legislation/regulations of the respective State, Territory or Country that relate to the reporting of such information.  For example, people have a mandatory reporting obligation to report suspected child abuse.  Under section 316 of the Crimes Act 1900 (NSW), it is an offence for anyone who has information about the commission of a serious indictable offence, that might lead to the apprehension of the perpetrator, not to report the information to the police.  A researcher who does not report such information may also commit an offence which is punishable by a prison sentence.  Offences such as domestic violence involving serious assault and the supply of illicit substances fall into this category.  The duty of confidentiality is overridden by the public duty to disclose facts about indictable offenses and situations where mandatory reporting provisions apply.
Premature cessation of the research

For different reasons some research projects cannot achieve the aims of the research and have to be stopped or wound up earlier than expected.  This might be due to the personal circumstances of the researchers, an insufficient response rate, or adverse findings.  In these cases, where it is possible to contact participants they should be informed of the situation and advised of what will happen to their information.

Feedback of results to participants


It is expected that participants will be offered an opportunity to receive or access at least a summary of the results of the research.  They might be provided with a web address and an approximate date when the results will be posted, or provided with individual copies of a summary of the results.  The process for requesting and being provided with feedback should be explained in the Information Statement.  
Data storage and retention


Storage of data is the responsibility of the Chief Investigator or Project Supervisor.  Data should be stored securely using University-managed data storage facilities and direct access to the data should be limited to members of the research team. 


It is recognised that researchers, particularly students, may wish to work with the data in areas other than their organisational unit, e.g. home.  If so, procedures must be in place to ensure the security of the data in that setting.  Where this involves access to electronica data, such access should be through a University-managed device.  

University of Newcastle researchers

In accordance with the General retention and disposal authority: higher & further education and research, issued by NSW State Archives & Records, and the Australian Code for the Responsible Conduct of Research: Management of Data and Information in Research, research data must be retained for a minimum of 5-15 years after completion of the research activity, depending on the nature of the research, to allow sufficient time for reference.  For more information please contact the University’s Records Governance Services.
	Questionnaires / surveys



Where questionnaires/surveys are being provided in hard copy to participants, the front page should identify the project title and must identify the researchers and their affiliations.  This will also assist in their return should the questionnaires/surveys be mislaid or misdirected.  If they are lost in transit, that affects the response rate as well as posing a risk of sensitive information getting into the wrong hands.  

Internet and On-Line Surveys


Give careful thought to assurances of anonymity.  Participants must know what information about them will be transmitted with the completed survey.  For example, will any encryption devices be used?  If participants are returning surveys via email they need to know that they will be identifiable by their email address.  An assurance could be given that as soon as the survey is received the email address will be separated from the survey.


For surveys to be completed on-line, participants must be advised how they can discontinue their participation part way through the survey if they so desire.  For example, having “Clear Form” and “Submit” buttons, or clicking on the Back button on your browser will exit you from the survey.  Information on the survey hosting site and a link to its privacy/security information should be provided in the Information Statement. 
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