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1. Introduction

1.1. As part of your course of study you are required to complete a project which is based upon a piece of experimental work. The completion of your experiment or collection of data may involve you asking people to participate in some form of activity, or you requesting them to provide information either through the completion of a questionnaire or by responding to questions which you intend to ask them. These people, or participants, may be fellow students, friends or members of your family who are all known to you, or they may be groups of individuals, such as school children, who are strangers to you.
1.2. Any experiment or process of data gathering which requires the assistance of participants in any of the ways described in paragraph 1.1 above is known as an experimental programme involving human participants. All such research must be carried out within the bounds of clearly defined ethical principles. These principles are designed to ensure that research is carried out in a manner which accords to recognised principles of “what is right and morally justifiable”, that the work is worthwhile and can be seen to have benefit, and that the  rights of individuals who are giving freely of their time, and in some cases may be experiencing a degree of physical discomfort in order to assist the research, are fully protected.
1.3. If your project will involve the participation of human participants the University requires you to observe the required ethical principles. These notes are intended to guide you and to explain what is required of you. A supervisor will be appointed to oversee your project and to ensure that you conduct your research in the proper manner. If you have any questions, or are unsure about anything you should consult with your supervisor who will give you any help and guidance that may be necessary.
2. “Invasive” and “Non-Invasive” Research

2.1. Generally speaking, research which involves the use of human participants falls into two broad categories, namely “invasive” and “non-invasive”. Any research which involves the participants being given some form of physical examination, being asked to allow blood or other samples to be taken, being asked to participate in some physical exercise, or involves people being asked detailed questions about some aspect of their personal lives, activities or habits, is described as being “invasive”.
2.2. Observational research, for example observing schoolchildren in a classroom or playground without interfering in the normal activity patterns they would follow in these environments, or watching people perform tasks which are a normal part of their daily work is known as “non-invasive research”. Research requiring participants to complete detailed questionnaires which ask non-specific questions, or to participate in general observational tests or to perform simple non-strenuous tasks could also be considered to fall into this category.

2.3. Projects carried out at undergraduate level normally fall into the category on non-invasive research activity and can usually be approved at a departmental level. If your supervisor or you are in any doubt at all about any aspects of the work that you intend to do you should ask your supervisor to refer the matter to the Secretary of the Research Ethics Committee. This person is Debbie Dada, Admissions and Ethics Officer in the Graduate School, EB 1.43 Docklands Campus (Tel: 020 8223 2976; email d.dada@uel.ac.uk). Advice on your behalf can be obtained from a suitably qualified member of the Committee.
3. The Role of the University’s Research Ethics Committee
3.1. It is usual for all institutions in which research involving the use of human participants is carried out to have a properly constituted ethics committee. In this University, a Research Ethics Committee has been established by the Board of Governors of the University. The Committee’s purpose is to approval all experimental work which involves the use of human participants. The approval of the Research Ethics Committee must be sought for projects being undertaken at other institutions in which members of the University’s student body and staff are involved as well as for programmes being run within the University.
3.2. It is not the Committee’s responsibility to consider whether the project is in itself desirable or undesirable on any grounds, unless it intrinsically involves treatment of participants which is ethically objectionable. The Committee is concerned only to see that proper ethical standards are maintained in carrying out the work.
4. Safeguarding the interests of the participants

4.1. One of the chief duties of the Committee is to ensure that participants who agree to participate in experimental programmes are not subjected to unnecessary discomfort, or are asked to devote time to activity which serves no valid scientific purpose. If the Committee feels that the research upon which the project is based has no clear purpose or appears to be non-productive it may communicate its opinion to the applicant. If it is clear that a programme of proposed research has no value at all the Committee may in exceptional circumstances withhold approval if participation in any activity would involve participants devoting a disproportionate amount of time or effort, or being subjected to an unreasonable amount of discomfort, for no justifiable objective.
4.2. In the case of undergraduate student projects the Committee will take into account the fact that the principle objective of the research programme is to inform the educational process and to provide a vehicle through which the student can acquire training in the basic research skills which are pertinent to their field of study. Nevertheless your supervisor will be required to ensure that you follow recognised scientific or empirical practices and that the contribution the participants will be asked to make will have a value in that it will assist your educational development.
5. Approval of undergraduate student projects

5.1. It is the usual practice of the Committee to require researchers to submit a formal application for the approval of an experimental project involving the use of human participants. In the case of undergraduate student projects the Committee does not request such an application, but it still has a responsibility to ensure that all relevant ethical issues are taken into account and proper codes of practice are adopted. The following notes are designed to assist your supervisor and you to ensure that your project is conducted in accordance with proper principles.
6. The scope and purpose of the approval system

6.1. The purpose of the approval system is to safeguard both the participants and the experimenters as far as possible. However, approval of a programme cannot guarantee against any untoward event.
7. The importance of ensuring that participants are adequately briefed
7.1. As discussed earlier, most undergraduate student projects are of the “non-invasive” variety (please refer to the explanation given in section 2 above) but some students who are studying for degrees which are directly related to professional practice (such as, for example, physiotherapy) may be given a project which involves them performing some tests which may be part of a larger experimental programme.
7.2. Participants from groups who are undergoing some form of medical or other treatment may be asked to participate because the research requires that participants be drawn from such groups. In such cases you must ensure that participants are advised clearly in writing whether their participation in the programme will have any direct benefit to them, or whether their participation will produce results which will be of long-term benefit to future sufferers.
7.3. Where necessary it must be made clear to the participants that participation in the experimental programme does not form part of their treatment and it not intended to ameliorate or improve their condition. This is especially important in the case of student projects where the principal objective of the participants’ participation may be to enable the student to acquire some basic skills training and research experience. There is no reason why people should not be asked to assist in this way, but they must be clearly briefed about the purpose of their participation.
7.4. If your research falls into the category described in paragraph 7.3 above you should consult with your supervisor who will assist you to prepare a hand-out which will explain clearly to your participants exactly upon what basis they are being asked to participate and exactly what the objectives of their participation are.
8. Responsibilities of your supervisor

8.1. Each undergraduate project must be under the supervision of a member of staff. In the case of members of staff who are also registered as students with the University, the supervisor must take responsibility for the experimental programme. In the case of projects which involve invasive research (see section 2 above) it may be necessary for your supervisor to be present while  the experiments or tests are being conducted.
8.2. Your supervisor will be required to advise the Research Ethics Committee of the existence of your project and to confirm that you have been adequately briefed upon the relevant ethical practices and confirmed that you will observe them.
9. Responsibilities of students

9.1. While the primary responsibility for the conduct of experiments rests with staff, students have a responsibility to act in accordance with ethical principles appropriate to the discipline in which they are training.
10. Definition of Experimental Work
10.1. It is not possible to define “experimental work” with precision; only the supervisor of the programme can, in the first instance, envisage whether questions of ethical treatment of participants could arise. Generally speaking, this is a possibility in any case where information is collected about individuals (including observations of behaviour) or where participants are put into situations controlled by the experimenter. They are less likely to arise in, for example, non-participant observational studies of uncontrolled behaviour.
10.2. In case of doubt you and your supervisor are invited to discuss the matter with a member of the Research Ethics Committee. For further guidance please contact the Secretary to the Committee (see paragraph 2.3 above)
11. Definition of Ethical Standards

11.1. In general, reference is made by the Research Ethics Committee, and should be made by your supervisor and you, to ethical standards as formulated by relevant professional bodies.
11.2. Researchers, especially those conducting clinically-related experimental programmes, are recommended to consult the Medical Research Council’s MRC Ethics Series of booklets, copies of which are available for reference purposes in the University libraries:
i) The Ethical Conduct of Aids Vaccine Trials

ii) The Ethical Conduct of Research on Children

iii) The Ethical Conduct of Research on the Mentally Incapacitated

iv) Principles in the Assessment and Conduct of Medical Research and Publicising Results

v) Responsibility in Investigations on Human Participants and Material and on Personal Information

vi) Responsibility in the Use of Animals in Medical Research

vii) Responsibility in the Use of Personal Medical Information for Research: Principles and Guide to Practice

Although these booklets are written for the guidance of individuals engaged in very large programmes of research of a complexity much greater than that which would be found in an undergraduate research programme, it should be noted that some of the introductory sections deal with the general principles which might be of relevance to your project. You are especially recommended to read booklets ii) and v).
12. The need to seek permission from institutions external to the University
12.1. If your project involves you using participants who are under the responsibility of another institution, for example children at school or patients in a hospital, you must ensure that you obtain the written permission of that institution. Should you wish to observe people at their place of work, you will need to seek the permission of their employer. In some cases you may be required to submit your proposal to an ethics committee at the host organisation.
12.2. You should note that receiving permission from the host organisation to carry out your work does not release from the obligation to obtain the personal consent of all the participants who volunteer to take part in your project.
13. Experimental programmes involving the participation of minors
13.1. You may intend to complete a project which requires the participation of, for example, groups of schoolchildren, or members of a youth group. Where minors (individuals who in law are too young to give legal consent) are being invited to take part care must be taken to ensure that the following rules are observed and proper consent is obtained:-
a) For children up to age 16 who are thought able to understand the proposals: consent with parent, but a simply worded “form of words” is required for the child.
b) For persons aged 16 to 18: consent with parent
c) Children who cannot fully understand: consent by parent
13.2. In the case of c) above, children who cannot fully understand should only be used as participants in programmes which involve research procedures which are of minimal or no risk, or procedures which are of minimal risk but are also of benefit to the child.
13.3. If schoolchildren are to be asked to participate, the principal investigator should inform the head of the school of what is proposed and obtain their permission for pupils to take part. Such permission does not, however, dispense with the requirement to obtain any of the individual consents previously described.
13.4. Although in the case of multiple participation involving groups of schoolchildren, teachers may agree to participation on behalf of their pupils, parents and guardians should be informed of their child’s involvement in the programme. If a parent or guardian wishes to withdraw their child from participation in the experiment they must be permitted their right to do so.
13.5. If you propose to use groups of children as participants for your programme you should read the relevant sections of the Medical Research Council’s MRC Ethics Series publication, The Ethical Conduct of Research on Children, copies of which are available for consultation in the University libraries.
14. Obtaining consent: “forms of words” and forms of “consent and understanding”

14.1. As previously stated it is the right of participants to know why they are being asked to participate in an experimental programme and they must be given a clear explanation of what it is that they will be expected to do. You must ensure that your explanation is set out in language that can be clearly understood, especially if your participants are drawn from groups of people who are not familiar with the discipline within which you are working. One of the most important rights that must be respected is that participants can withdraw from the programme at any time and this must be clearly stated in the handouts that you prepare for your volunteers.
14.2. Your supervisor will give you guidance about the preparation of forms of words and forms of consent and undertaking and must approve the final form of your documentation before the project can commence.
14.3. The “form of words” which will be given to the participant at consent should elicit consent, not assume in advance that consent has been given. You should also ensure that the “form of words” includes the following:
a) A heading giving the name and address of the University and the name and address of the Secretary of the Research Ethics Committee

b) A contact telephone number so that, if need be, the participant can contact your supervisor or you out-of-hours with queries, etc, should the need arise.

c) The “disclaimer clauses” which should end every “form of words”, namely “You are not obliged to take part, and are free to withdraw at any time during the tests”.
15. Observance of health and safety rules
15.1. Most undergraduate projects do not involve any physical exertion of participants, but some of you reading these notes may be planning studies which will require your participants to undertake some form of physical test or exercise. If this is the case, no matter how slight you perceive the risk to be, you must exercise a duty of care and ensure that all the basic health and safety rules are observed. In some cases it may be necessary for your supervisor, or some other suitably qualified person, to be present while you conduct the tests.
15.2. If any risk or hazard is involved in the programme, please ensure that you know where the most accessible permanent help-point is located, that you have access to a source of relief or otherwise. If the programme requires the establishment of temporary facilities for the exclusive use of the programme, please ensure that you discuss your needs with your supervisor and that the necessary arrangements are made to support you.
16. Protecting the confidentiality of your data

16.1.  As your project proceeds you will collect a large amount of data, some or all of which may be personal to the participants concerned. You have a duty to protect the integrity of this information and to ensure that it remains confidential and is not used for any purpose other than to provide you with the data source from which you will prepare your results.
16.2. If personal data are to be recorded and held on a computer store you will be required to comply with the requirements of the Data Protection Act.
