Guidelines for Ethical Approval of Research Involving Human Participants

Introduction
1. The objectives of the Ethics Committee are to maintain ethical standards of practice in research, to protect the dignity, rights and welfare of research participants, both subjects and staff, and to provide reassurance to the public that this is being done. In achieving these objectives, the members of the Ethics Committee should remember that research benefits society and that they should take care not to hinder it without good cause. The Ethics Committee also protects researchers from unjustified criticism. 

2. All research involving human participants, whether undertaken by the University's staff or students, must undergo an ethics review and ethical approval must be obtained before it commences. ‘Human participants’ are defined as including living human beings, human beings who have recently died (cadavers, human remains and body parts), embryos and foetuses, human tissue and bodily fluids, and personal data and records (such as, but not restricted to medical, genetic, financial, personnel, criminal or administrative records and test results including scholastic achievements). 

3. It is the responsibility of the person proposing to carry out a research project to obtain the approval of the Ethics Committee. If a project is to be undertaken outside the University where a local ethics committee exists (eg within an NHS organisation), the University’s Committee need not necessarily be involved. However, approval of the local committee must be sought and obtained before research commences and the Research Governance and Planning Manager must be provided with all documentation relating to the approval. 

4. In designing a research project involving human participants, investigators must be able to demonstrate a clear intention to benefit society and the research should be based on sound principles. 

5. Investigators must ensure that there is no undeclared conflict of interest (which may be personal, academic or commercial) in their proposed work and that the relation between the sources of funding and researchers’ control over results is made clear, specifically in relation to the ownership, publication and subsequent use of research data. 
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Protection of Participants and their Rights
1. All participants have the right not to participate in any investigation and this right must be respected. There should be no coercion of research subjects to participate in the research. Students and others in a dependent relationship with investigators must be assured that any decision not to participate will not prejudice their academic or other progress in any way. 

2. Each participant must have the right to withdraw easily from the project whenever and for whatever reason without explanation or penalty. 

3. All participants and research assistants have the right to expect protection from physical, psychological, social, legal and economic harm at all times during the investigation. Participants and researcher staff must be fully informed in advance of and protected against any hazardous, stressful or uncomfortable contexts and procedures. In addition, researchers should attempt to avoid harm not only to an immediate population of subjects but also to their wider family, kin and community. 
Participants and researchers must be fully informed in advance of and protected against any hazardous, stressful or uncomfortable contexts and procedures. Should any adverse reaction / event occur, the researcher must report this immediately in writing to the Ethics Committee. The report should describe fully the adverse reaction / event, the action taken and the date, time and place of the event. 

4. All participants have the right to expect that the information supplied by them will be treated as confidential and will be protected as such. 

5. All participants have the right to expect that their identity will be protected. 

6. Researchers should be aware of requirements with respect to personal data laid down in the Data Protection Act 1998. An information sheet, “Data Protection and Research Activity”, has been prepared by the University Records Manager which provides useful guidance and is available at http://www2.essex.ac.uk/rm/dp/research.shtm 

7. Staff and students working with blood or blood products should advise the University Biological Safety Officer. In addition, they should be aware of the possible hazards, in particular blood borne viruses, and if in doubt should contact the University Occupational Health Adviser. The taking of blood samples is restricted to a person who has appropriate training. 

8. Participants should be advised how, when and in what form it is planned to disseminate the findings of the research. 
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Informed Consent
1. Prospective participants should be provided with as much information as possible about the research to enable them to make an informed decision about their possible involvement. If consent is not to be secured a statement justifying this must be provided. The primary objective is to conduct research openly and transparently without deception. 

2. It should be remembered that research staff are also participants and need to be made fully aware of the proposed research and its potential risks to them. 

3. Informed consent must be given on a consent form. It is also good practice to provide participants with a separate participant information sheet in advance. 

4. Consent forms must be signed by participants before the start of any project indicating that they are giving their informed consent to participate in the project. If the participant is not capable of giving informed consent on their own behalf or is below the age of consent, then consent must be obtained from a carer, parent or guardian. Two points to note:

· The ability to consent depends upon having sufficient understanding and intelligence to make that decision; it does not depend on a fixed age limit. However, even when a child under 16 years of age is judged able to consent, approval from a carer, parent or guardian must be sought, and it may also be useful to consider seeking it for older children. 

· In the case of incompetent adults, the law in the United Kingdom does not recognise proxy consent by a relative. However, the views of a relative and / or a carer should be sought. In addition, the assent of the incompetent person him/herself should be sought. 

5. Consent should also be obtained for the sharing of research data as appropriate and for the publication of findings. Many funding bodies require that data obtained from a funded project is made available for research undertaken by others at a later date. Participants should be advised how the data that they provide will be stored, used and accessed including details of how confidentiality will be maintained. Consent for this needs to be obtained from participants before the start of the original project. 

6. Participants should be provided with a copy of their signed consent form. 
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Recruitment of and Payments to Participants
1. Advertisements or other recruiting materials seeking human participants for a research project require ethical approval. 

2. Participants must be clearly advised, in advance, of any arrangements to reimburse them for expenses incurred or for loss of earnings. 

3. Incentives, additional payments and rewards paid to participants require approval by the Ethics Committee. 
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Ethics Standards of External Bodies
1. In addition to University guidelines, researchers should be aware of ethics codes of the relevant professional or regulatory bodies related to their research. Such codes should be followed. 

2. The following documents and websites may be useful: 

British Psychological Society: Code of Conduct and Ethical Guidelines (http://www.bps.org.uk/the-society/code-of-conduct/code-of-conduct_home.cfm); 

British Sociological Association: “Statement of Ethical Practice for the British Sociological Association” (http://www.britsoc.co.uk/equality/Statement+Ethical+Practice.htm); 

Department of Health:  "Research Governance Framework for Health and Social Care.  Second Edition" (http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962)

Economic and Social Research Council: “Research Ethics Framework (REF)” (http://www.esrcsocietytoday.ac.uk/ESRCInfoCentre/opportunities/research_ethics_framework/);

Government Office for Science: “Rigour, Respect Responsibility: A Universal Ethical Code for Scientists” (http://www.berr.gov.uk/files/file41318.pdf)

Human Tissue Act (http://www.opsi.gov.uk/acts/acts2004/20040030.htm)

Medical Research Council: Ethics and Research Governance (http://www.mrc.ac.uk/PolicyGuidance/EthicsAndGovernance/index.htm); 

NERC: Ethics Policy (http://www.nerc.ac.uk/about/work/policy/ethics/)

NHS National Research Ethics Service: http://www.nres.npsa.nhs.uk/
RESPECT project funded by the EC’s IST programme to draw up professional and ethical guidelines for the conduct of socio-economic research (http://www.respectproject.org/main/index.php);

RESPECT Code of Practice for Socio-Economic Research (http://www.respectproject.org/code/respect_code.pdf);

Royal College of Physicians of London (http://www.rcplondon.ac.uk/): “Guidelines on the Practice of Ethics Committees in Medical Research involving Human Subjects” (Fourth edition) published in September 2007 and “Ethics in practice – Background and recommendations for enhanced support: A report of the Working Party on Clinical Ethics”; 

Social Research Association: “Ethical Guidelines” (http://www.the-sra.org.uk/ethical.htm). 

iii. If research is to be conducted in an institutional setting other than the University, eg NHS organisations, schools, prisons, etc, researchers must follow any ethics standards, procedures and regulatory guidelines of that institution. This will include obtaining approval from the local ethics committee, if required, and may necessitate obtaining a Criminal Records Bureau (CRB) check. 

Procedure for Making an Application for Ethical Approval

There is a single application for ethical approval form. 

A completed application form, together with a copy of the research proposal and any necessary supporting documentation (e.g. consent form, recruiting materials, etc), should be submitted electronically, to the appropriate Departmental/School Research Director.  A signed copy of the form should also be submitted. 

Applications will be assessed by the Research Director in the first instance.  Ethical approval will be given by the Research Director if the project only involves the procedures listed on the approved list given in Annex B.  However, please note that research projects funded by Research Councils will normally be expected to be referred to the FEC unless they have already received approval from recognized external ethics committees.

If the procedure is not on the approved list, then the application will be forwarded to the Faculty Ethics Committee (FEC) for assessment.  The FEC will:

1. refer an application back to an applicant where change, clarification or additional information is required; 

2. grant approval for applications within the Faculty; or 

3. refer an application to the University’s Ethics Committee. The criteria to assist FECs in deciding whether to refer an application to the Ethics Committee are set out in Annex A. 

If an application is forwarded to the Ethics Committee by a FEC, two academic members and one lay member will be allocated on a rotation basis to assess it.  Copies will also be passed to the University Records Manager and Safety Officer for information.  Assessors will have two weeks in which to provide a consensus view by email.  This will be conveyed to the applicant by the Ethics Committee Secretary.  Decisions are guaranteed within a four-week period from when an application is referred by a FEC. 

Once a decision has been reached and the application form has been signed, it will be returned to the Departmental Research Director who should inform the applicant. 

The signed application form cover sheets must be sent regularly to the Research Governance and Planning Manager as Secretary of the University’s Ethics Committee.  The full copy of the application will be retained by the department/school. 
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Annex A:  Guidance for Faculty Ethics Committees (FECs) about Referral to the University's Ethics Committee

Where Faculty Ethics Committees feel uncertain, or where proposed research is in a higher risk category, then the application must be sent to the University’s Ethics Committee. 

The following is a list of activities that should be referred.

1. Access to personal and/or confidential non-anonymised data without the identifiable participant’s specific consent.

2. Administration of procedures which may be harmful to participants either during or after the research process.

3. Research that involves contact with illegal activities, or investigation of identifiable participants involved in illegal activities.

4. Collection and/or testing of gametes, embryo tissue/cells or foetal tissue/cells.

5. Administration of ionising radiation to participants.

6. Research involving individuals with a limited capacity to give informed consent (e.g. adults who are unconscious or very severely ill; adults with learning disabilities; adults with dementia)

7. Research having potential military/terrorist applications.

8. Publication of data that might allow identification of individuals.

9. Research on any activity with suspected adverse health or social consequences, funded by an organisation with a possible commercial interest in promoting that activity (e.g. research on smoking or on alcohol drinking commissioned by the tobacco or alcohol industries, or research on climate change commissioned by the airline industry).

Note:
This does not mean that any of this research should not be conducted but that it must be referred to the University’s Ethics Committee.

Annex B:  Guidance for Departmental Research Directors about granting ethical approval on behalf of FECs

Proposals involving the following protocols and techniques, although requiring ethical approval, can be approved by a Departmental Research Director on behalf of the Faculty Ethics Committee providing they are administered appropriately and participants are fully informed about procedures. However, please note that research projects funded by Research Councils will normally be expected to be referred to the FEC unless they have already received approval from recognized external ethics committees.

Applicable across all disciplines and departments

1. Approval from recognized external ethics committee (e.g NHS, MoD) already obtained.

2. Well-established, ethically non-controversial and commonly-used types of test or experimental procedure aimed at investigating IQ, memory, language and verbal abilities, attitudes or personality characteristics as employed in experiments aimed at investigating cognitive processes, social interactions, and personality or attitude characteristics.

3. Secondary analysis of survey data where anonymous.

4. Questionnaires and interview schedules applied to respondents in the workplace, or low risk research involving family, friends or other students.

5. Interviewing (structured and semi-structured), ethnographic research and participant observation.

6. Routine testing of children when parental consent has been obtained.

7. The presentation of visual stimuli (e.g. tachistoscopic presentations, eye movement experiments) used in experiments in visual perception.

8. The presentation of acoustic stimuli, e.g. dichotic listening tests, used in experiments in acoustic perception.

9. Think aloud tests and other forms of non-invasive psycholinguistic instrument use.

Likely to be applicable only in Faculty of Science and Engineering

10. Swabbing of the skin surface using sterile swabs moistened with sterile saline or water.

11. Non-invasive giving of saliva samples.

12. Collection of sub-millilitre capillary blood samples from the finger or earlobe using an “autolet”.

13. Measurement of surface and core body temperature using skin and rectal probes.

14. Measurement of sub cutaneous fat, blood flow and blood volume using near infra-red spectroscopy. This is a non-invasive technique where the measuring device is strapped to the skin over the muscle of interest, using elastic bandage. Near infra-red light is emitted into the tissues and its reflection measured by detectors in the instrument. The device has been specifically designed and built in the USA for use with human participants.

15. Sub maximal exercise. Healthy volunteers exercise at intensities that can be sustained for longer than the duration of the test.

16. Maximal exercise. Healthy volunteers exercise at progressively higher intensities until volitional exhaustion. The point of volitional exhaustion is determined by the participant, who can terminate the exercise, without intervention of the experimenter, at any time.

17. “Supra-maximal exercise”. Healthy volunteers exercise flat out for brief periods (30 seconds or less).

18. Dietary manipulation. Diets may be manipulated using conventional foodstuffs or approved “over the counter” supplements (eg caffeine, creatine, vitamins). Supplements will only be administered within recommended dosage ranges.

19. Measurement of body composition. Skin fold thicknesses and joint dimensions will be determined at multiple sites using callipers. Body density will be measured using underwater weighing (the participant is fully immersed for several seconds). Fat content will be estimated by bioimpedence in which skin electrodes measure the transmission of low magnitude electrical impulses (commercially available devices are used that are battery powered. The impulses cannot be felt by the participant.).

20. Measurement of respiratory gases. The participant breathes through a mouth piece or is fitted with a face-mask. Exhaled gases are collected into a bag for analysis or gas is sampled by an automated analyser.

21. Collection of venous blood samples (up to 20 millilitres per sample; not more than 200 millilitres per participant in any 3 month period) from consenting human participants by a person who has appropriate training.

22. Electroencephalograph (EEG) recording.

23. Induction of muscle soreness in consenting individuals by downhill running or resistance exercise.

24. Transcutaneous electrical stimulation of muscle and transcutaneous recording of neuromuscular electrical activity (EMG).

25. MRI scans.

26. Near infra red (NIR) research.

27. Research involving transcranial magnetic stimulation (TMS) (provided the published TMS safety guidelines are adhered to).


Participant Information and Consent

Prospective participants should be provided with as much information as possible to enable them to make an informed choice about their possible involvement. This is informed consent.

It should be clear that participation is voluntary and that any decision not to participate will have no bearing on their academic or other progress in the future. Participants must also have the right to withdraw easily from a project whenever and for whatever reason without explanation or penalty.

All participants have the right to expect that the information supplied by them will be treated as confidential and will be protected as such. They also have the right to expect that their identity will be protected.

It is considered good practice to provide participants with a separate participant information sheet in advance. Informed consent must be given on a consent form which must be signed by participants before the start of any project. Participants should then be provided with a copy of their signed consent form.

An exception to obtaining a signed consent form can be made for questionnaires completed on-line. In this case, a statement should be provided on the front page that indicates that the participant is consenting to participate in a study by completing and submitting the questionnaire. The statement should be repeated at the end of the questionnaire before submission takes place.

Although informed consent for a child to participate may have been obtained from a child’s parent or guardian, it is good practice also to inform the child fully of the research in a manner appropriate to their age.

Participant Information Sheet

The following information is provided to help you construct a participant information sheet.

· All documentation provided for participants must be written in plain language, free from jargon and acronyms. The length and appearance should encourage potential participants to read it in full. It may be that participants gather more information from a shorter sheet. However, the length must depend on the participants addressed and the type of information that is being collected. 

· Participant information sheets should be on headed paper identifying the University as the responsible institution and the department/school to which the research is linked. 

· The name(s) and status(es) of the researchers involved should be provided, together with details of how to contact them. 

· The title of the research project should appear as it have been given on the original application for ethical approval. 

· If the research is funded then the source of funding should be mentioned. 

· There should be a statement about the aim of the study, i.e. the purpose and value of the study. 

· Information about why potential participants are being invited to take part should be provided, i.e. inclusion/exclusion criteria. It is important that potential participants fall within the population that is to be studied. 

· There should be a brief statement about what the study will entail for participants. This should include a description of any procedures/tests, the time involved both in terms of duration and frequency, and where these will take place. 

· Information about whether there are any risks involved and, if so, what will be done to ensure a participant’s wellbeing or safety must be provided. It is also important to advise participants of any special factors which may increase their risk if they participate, e.g. allergies, medical conditions. 

· Participants should be told if there will be any benefits arising from their participation. 

· Participants should be told what will happen to any information, data or samples that are collected and to whom results will be reported. Participants have a right to confidentiality and to anonymity. If their participation is to be confidential, they should be told this and how the confidentiality will be maintained. Thought should be given to how information will be stored, who will have access to it and for how long. It is possible, for example, that funders of research will expect data to be available in some form in the future for other researchers. It is important that participants are not told that only the researcher will have access to data and that it will be destroyed after a certain time if, in fact, it is necessary to deposit data in an archive. Useful information about data protection and research has been produced by the University’s Records Manager (http://www2.essex.ac.uk/rm/dp/research.shtm). There is also helpful information and advice to be found on the ESRC’s Economic and Social Data Service (ESDS) website (http://www.esds.ac.uk/aandp/create/ethical.asp). 

· There must be a clear statement that participation is voluntary and that any decision not to participate will not prejudice their academic or other progress in any way in the future. 

· There must be a clear statement that participants have the right to withdraw at any time for whatever reason and without explanation or penalty. Details of how they can do this and what happens to any information that they have already provided need to be provided. 

· Participants should be provided with details of who can be contacted if they wish to make a complaint on ethical grounds. 

· Participants should be told that they will have an opportunity to ask any questions before agreeing to take part and how they may do this if a researcher is not present when consent is given. 

Consent Form

The following information is provided to help you construct a consent form. However, you should be aware that forms will vary according to type of research which is to be undertaken. Some examples of consent forms are available on the ESDS website (http://www.esds.ac.uk/aandp/create/consent.asp#Example).

· Consent forms must be written in plain language free from jargon and acronyms. 

· Consent forms must be printed on headed paper identifying the University as the responsible institution and the department to which the research is linked. 

· The title of the research project should be given, together with the name of the principal investigator. 

· The name and contact details of the participant should be given. 

· There should be statements to cover the following points:

· The participant agrees to participate in this research. 

· This agreement has been given voluntarily and without coercion. 

· The participant has been given full information about the study in the form of participant information sheet and contact details of the researcher(s). 

· The participant understands that they can withdraw from the study at any time, without giving reasons and without penalty. 

· Details relating to anonymity and confidentiality of the information provided and the participant’s understanding of these. 

· The participant has had the opportunity to ask any questions. 

There may, of course, be other statements depending on the type of research.

It is good practice for a box to be provided for the participant, or the person giving consent on their behalf, to initial each statement.

The form should be signed and dated by the participant or the person giving consent on their behalf and should be witnessed by the researcher or a member of the research team.

A copy of the signed form should be provided for the participant and the original should be kept by the researcher.
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Example consent form for research projects in general



CONSENT FORM 

Project title: (Add name here) 

Material gathered during this research will be treated as confidential and securely stored. Please answer each statement concerning the collection and use of the research data. 

I have read and understood the information sheet. 


If options such as this are offered, the opportunity to respond i.e. request more information, must also be offered. It is a requirement of the Data Protection Act that an information sheet be provided. 

Yes
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No
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I have been given the opportunity to ask questions about the study. 

Yes
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No
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I have had my questions answered satisfactorily.

Yes
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No
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I understand that I can withdraw from the study at any time without having to give an explanation.

Yes
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No
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I agree to the interview being audiotaped and to its contents being used for research purposes. 


To ensure clarity and rigour each type of consent is dealt with individually: consent to participate; consent for immediate use of findings; and consent for future use. Individual requests to use material in an open or confidential way are made later for the same reason. 

Yes
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No
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I agree to being identified in this interview and in any subsequent publications or use. 

Yes
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No
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I do not agree to being identified in this interview and in any subsequent publications or use. Where used my name must be removed and my comments made unattributable. 


This will mean simply replacing the name - in full or part - and immediate address details. If discussion leads to an agreement to remove any other kind of information then ideally it should be spelt out here. A common error by researchers is to remove too much information.

Yes
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No
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I agree to the transcripts (in line with conditions outlined above) being archived and used by other bona fide researchers. 


Archiving should be seen as simply extending the research to a wider (bona fide) research community. All will honour any undertakings made as a condition of use. Whether archived within a researcher's department, or with a formal archive such as the UK Data Archive, participants should see it as safeguarding and preserving their contribution after the research project has finished. This is supported by the rights management framework (including depositor and end user licence agreements) operated by the Archive. 

Yes
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No
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I agree to my audiotapes (in line with conditions outlined above) being archived and used by other bona fide researchers. 

Yes
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No
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I would like to see a copy of my transcript. 


The reason for doing this is not specified. Like an offer of acknowledgement, its main use may be to reward or encourage participation. It is not a legal or ethical condition. It may serve to acknowledge involvement, or allow fact checking or further content approval. If such editing is involved, the extent should be clear and agreed so that it does not impede progress of the project at some later stage e.g. a time-frame/period for receipt of participant's comments should also be included. The fact that transcripts may then begin departing from the original recording may be a further concern.

Yes
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No
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I would like my name acknowledged in the report and on the project web site (without linking it to content or quotation)

Yes
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No
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Name (printed) ______________________________________________ 

Signature _______________________________ Date_______________ 

Feel free to contact us if you have any further questions. 


The name(s) of the main investigators, along with telephone and email contact details are: (Add names here) 
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