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A1
INTRODUCTION

A1.1
Overview and Summary

The provisions are divided into three main parts.

Section A1: Introduction

This section describes the history of and the purpose of ethical approval within the university and emphasizes the centrality of ‘ethics’ to all our research processes, for staff and students. The approval process safeguards the status of the University, by ensuring the proper treatment of participants, subjects and researchers at all levels.   

Section A2: Policy and Framework Principles

This section details the policy requirements, intentions and influences. It sets out the requirements for compliance by all researchers and emphasizes its protection from victimization for anyone who raises concerns about any aspect of non-compliance. Importantly, it lists the principled concerns that guide the use of human participants (6) and the wider issues for society. 

Section A3: Ethical Framework in Practice: Procedures

This section defines key terms in use, necessary for understanding subject-specific language, such as local, faculty and university approval and authorization, excluded matters and gives guidance on what levels of process are likely to be required under different circumstances, including ‘coursework’, final year dissertations and projects at undergraduate, postgraduate and staff research levels. It sets out responsibilities and requirements for students, local and faculty coordinators, supervisors and all involved in the process. It indicates in detail the intended applications for the policy and explains all the options, including appeals, monitoring, development, representation and provisions for raising concerns.

A1.2
Origins of Research Ethics Committees

Consideration of ethical issues has long been a feature of medical research. The often cited Declaration of Helsinki: Ethical Principles for Medical Research Involving Human Subjects, (See notes - 1) issued in 1964, is the policy-statement of the World Medical Association. It has been amended 5 times since its issue, most recently in 2000. 

Although this text was written for physicians, many of the underpinning principles have general application for example; regard for human dignity; care for human and animal welfare, consideration of risk, and informed consent of human subjects in research projects. Since then many Statutory, Professional and Regulatory and other bodies, for example Research Councils, have adopted either Codes of Practice or Guidelines. Two recent examples are the UK Economic & Social Research Council’s Research Ethics Framework (see notes -2) and Respect Code of Practice for Socio-Economic Research (See notes – 3) which is intended to form the basis of a voluntary code covering the conduct of social-economic research in Europe.  Both these documents have been extensively drawn on in the production of this Policy, Framework and Procedures.

The Declaration of Helsinki also enunciated the principle of independent assessment of experimental procedures involving human subjects. In full this section (B13) reads:

The design and performance of each experimental procedure involving human subjects should be clearly formulated in an experimental protocol. This protocol should be submitted for consideration, comment, guidance and where appropriate, approval to a specially appointed ethical review committee, which must be independent of the investigator, the sponsor or any other kind of undue influence. This independent committee should be in conformity with the laws and regulations of the country in which the research experiment is performed. The committee has the right to monitor ongoing trials. The researcher has the obligation to provide monitoring information to the committee, especially any serious adverse events. The researcher should also submit to the committee, for review, information regarding sponsors, institutional affiliations, other potential conflicts of interest, and incentives for subjects.

The National Health Service was the first public body in the UK to give effect to these principles. Since 1991 autonomous Local Research Ethics Committees (RECs) have been in operation; from 1997 Multi-centre RECs which review proposals from multiple research teams of research locations were developed; and COREC, the Central Office for Research Ethics Committees, was established in 2000. The operation of RECs in the NHS is currently under review.

A1.3
Rationale for Ethical Approval within Leeds Metropolitan University

As the importance of ethical scrutiny of research projects has grown, the value of having similar bodies in other institutions was recognised. Many universities now have ethical approval systems. In Leeds Metropolitan University Research Ethics sub-committees at university and faculty level were established in 2002.
The purpose of ethical approval within the university is positive and threefold. 

It reflects the university commitment to good ethical practice, as a principle in itself and as a means of maintaining public confidence in the work of staff and students of the university. 

The provisions for ethical approval assist colleagues as both researchers and supervisors to identify appropriate issues and to address them in the structuring of research proposals. This development of good practice cascades down to students and informs their own emerging practice at both undergraduate and postgraduate level. Appropriate ethical development in the university across subject boundaries is a necessary concomitant of this continuing good practice. 

The approval process itself acts as a safeguard to researchers, supervisors and students who can be confident of the ethical propriety of their project once it has been approved.

A1.4
Alignment with University Values

This Policy, Framework and Procedures is fully aligned with the aims and values set out in the Leeds Metropolitan University Strategic Plan. The Policy and the Framework Principles contribute to the promotion and maintenance of scholarly ethics throughout the curriculum; and in particular to setting standards for an ethical culture of respect and dignity throughout the research process, conducted both within the university and through research projects in which staff and students engage with the wider community. 

This revised Policy, Framework Principles and Procedures document, effective from 1st August 2010, replaces all previous versions.

A2
RESEARCH ETHICS POLICY and FRAMEWORK PRINCIPLES

A2.1
Research Ethics Policy
Leeds Metropolitan University recognises the importance of maintaining public confidence in the ethical quality of approved research conducted by staff and students of the university.

The university requires that all research carried out at all levels within the university is conducted according to high ethical standards.

The university requires that all research undertaken by staff or students complies with the legal requirements of the UK, and/or the country of location of the research project.

The university has research authorisation and ethical approval procedures in operation at supervisor, local, faculty and university level; and all research projects conducted by staff or students of the university require authorisation or approval at the relevant level.

The university recognises that statutory, professional, regulatory or other bodies may have requirements which also need to be met before a research proposal may be authorised or approved.

The university will ensure that staff and students are fully informed of the relevant research ethics requirements of the university and (if appropriate) those of any statutory, professional or regulatory body.

The university recognises the importance of ongoing staff and student development in the field of research ethics, and will promote and facilitate this at university, faculty and local level.

The university recognises the importance of independent (lay) contributions to decisions on ethical approval and ethical policy at faculty and university level.

The university undertakes to conduct appropriate monitoring of approved research projects to ensure compliance with the project as approved, and/or to ensure revised authorisation for developing projects.

The university will consider deliberate breaches of ethical standards seriously, and such breaches may be referred for consideration under the university’s Misconduct in Academic Research regulations, or other appropriate regulations, including the Student Code of Discipline and the Staff Disciplinary procedure.

The university undertakes to protect from any subsequent victimisation or reprisal any member of university staff or any student who has honest and reasonable suspicion that serious breaches of research ethics approval have taken place; even if the suspicion is subsequently found to be mistaken or unfounded.

A2.2
Research Ethics; Framework Principles
1
Research should be designed, reviewed and undertaken to ensure integrity, value and quality.

2
The results of research should benefit society either directly or by generally improving human knowledge and understanding. 

3
Research projects should aim to avoid or minimise social harm to groups and individuals. Risk assessment appropriate to each research project will be undertaken.

4.
Researchers and participants or subjects should be fully informed about the purpose, methods, and intended possible use of the research. Where there are exceptions to this, the purpose and rationale of such occluded or covert research projects will be fully considered at faculty, and, as appropriate, university level before approval is given.

5.
Research participants or subjects must participate in a voluntary way, free from coercion.

6.
The interests of research participants and research subjects should be considered at all stages of the research projects. In particular the following should be observed:
· Participants should be no worse off as a result of their participation in the project.
· Participation should be on the basis of informed consent either by the person and/or his or her legal guardian.

· Provisions for withdrawal from the project should be in place.

· The interests of children, vulnerable adults and other vulnerable groups should be given specific consideration.

· Participants should not be subjected to undue intrusion, distress, indignity, physical discomfort, personal embarrassment or other harm.

7.
The confidentiality of information supplied by research subjects must be respected, except where the requirements of professional practice determine. Issues of anonymity and anonymisation of results should be fully considered, and where personal disclosure or identification is likely, this must be discussed with the subjects or participants and their specific consent to this obtained.

8.
Researchers should ensure that the research methodology is appropriate. Research designs should be such as to maximise a project’s utility and relevance for the benefit of society.

9.
Research outcomes should be disseminated in a manner which makes them accessible.

10.
The independence of the research outcomes must be ensured. External sources of funding and any potential conflict of interest must be declared during the approval process.

11.
The research culture will be characterised by respect for all groups in society, regardless of race, ethnicity, religion and culture, and with respect for, and awareness of, gender or other significant social differences.

12.
The health and safety of both researcher and participants/subjects will be carefully considered in the design and execution of any research projects.

A3
ETHICAL FRAMEWORK IN PRACTICE

A3.1
Definitions 

These definitions and applicability apply to all research projects within the university.

Research: a form of disciplined enquiry which aims to contribute to a body of knowledge or theory. This does not normally extend to general coursework assignments, but does apply to final year undergraduate dissertations or projects.

Research Ethics are the moral principles guiding the planning and conduct of research, the publication of outcomes, and post-project care and/or disposal of records or materials.

Human Participants are:

· living human beings, including embryos and foetuses, human tissue and body parts;

· human beings who have recently died, including cadavers, human remains and body parts;

· collective organisations for example companies, corporations, community groups.

Human Subjects are the subject(s) of data and records which have been collected and stored as a record at individual level - for example medical, genetic, financial, personnel, criminal and administrative records; and test results including scholastic achievements.

A3.2
Requirement for Ethical Approval

Any research project undertaken by staff or students of the university which involves human participants or human subjects must have received ethical approval. This may be given at local, faculty or university level, depending on the nature of the research proposal.

A3.3
Excluded Matters: those not involving human participants or subjects

A3.3.1
Definition of Excluded Matters

The following are excluded matters – i.e. not considered to involve either human participants or human subjects: routine audit, performance reviews, quality assurance studies, polling on current public policy issues; literary or artistic criticism.  Service evaluations are normally excluded matters, but there are occasions where this may not be the case, for example in NHS-related matters.

Material in the public domain is not considered to apply to human subjects, for example: published biographies, newspaper accounts of an individual’s activities, published minutes of meetings, published books or articles, including those by a living author. Interviews broadcast on radio or television or online, and diaries or letters in the public domain are similarly excluded.

It follows that research projects which are wholly or predominantly undertaken using material in the public domain will not require ethical approval. There are some occasions when the use of secondary data sets will require ethical approval. The Ethical Frameworks/Codes of Practice of professional and other bodies may give guidance on this, for example see the Economic & Social Research Council Framework, section 1.16.4.

A3.3.2
Undergraduate and Postgraduate Projects: Research Authorisation

Research on an excluded matter by undergraduate and postgraduate students does not require ethical approval. It does, however, require authorisation by the supervisor as a means of confirmation that the research project falls within the excluded category.

A3.4
Ethical Authorisation or Approval at local, faculty and university level.

A3.4.1
Local authorisation or approval

This is undertaken within the School/Academic Unit. This has two aspects:
(A) Authorisation

This process confirms that the proposed research project is an excluded matter, as defined above, and therefore does not need ethical approval. The student’s supervisor will authorise the project.

(B) Ethical approval

Ethical approval at this level should only be given to low-risk projects where the ethical issues are not complex or sensitive; and there is minimal risk of harm either to any human participants or the researcher; and (for undergraduates and postgraduates) where adequate supervision of the project is demonstrable. 

A3.4.2
Faculty approval

Approval should be sought from the faculty where there are substantial or complex ethical issues involved; where the consent of external bodies, for example the NHS are required; or where this is a requirement for funding by an external body for example the Medical Research Council, or the Economic & Social Research Council.

A3.4.3
University approval

The faculty should forward to the University Research Ethics sub-committee any proposals on which it cannot agree the ethical propriety of the proposed research; or which pose complex institution-wide ethical issues. All proposals for covert research should be forwarded to the University Research Ethics sub-committee for final authorisation.

For more details on the process of authorisation and approval see Section A3.5 below.

A3.5
Ethical Authorisation and Approval for Undergraduate

A3.5.1
Coursework

It is not expected that most undergraduate coursework will require ethical approval. There may be exceptions to this, for example oral history assignments in which participants are interviewed. For other programmes of study, for example health and health-related courses, teacher education, sports studies and public relations inter-actions with human participants are integral to the course. In such cases the ethical issues and professional standards involved are expected to be addressed in the course documentation and within the School/Academic Unit of study.  Where client-based relationships are involved, for example in media-technology programmes, a protocol governing the client-student relationship should be developed and incorporated in the relevant module handbooks.  The extent to which this is the case may be subject to monitoring by the Faculty Research Ethics Committee.

A3.5.2
Final year dissertations and projects

It is expected that final-year undergraduate dissertations/projects should be submitted for authorisation or approval. It is also expected that dissertation/project proposals should be such that either authorisation or approval may be made at local level.

It is a positive development that ethical considerations are increasingly built into undergraduate programmes of study; and it is good practice that students should formally consider ethical issues in respect of their research proposals. However, limitations on the nature of final year projects and dissertations are also appropriate. Most undergraduate dissertations/projects should be either authorisable (i.e. dealing with matters excluded from ethical approval processes) or approvable at local level. 
The scale of any undergraduate dissertation/project involving human participants is such that it is unlikely to have wide validity, and consequently their impact on participants or potential host organisations should be considered before approval is given. In this case the consideration is not only whether the proposed project itself has ethical validity, but also whether it is ethical for the university to permit outside organisations to be approached for the purpose of co-operating with such limited undergraduate study. 

In discussing the shape of the final year project or dissertation with the student, supervisors should bear in mind the following considerations:

Projects/dissertations should be formulated so as to qualify for local level authorisation or approval.

Where inter-action with external bodies is proposed (e.g. schools or hospitals) consideration should be given to the potential burden, inconvenience or added responsibility on that outside body which the project would entail; and whether the research outcomes for the community as a whole justify requests being made to these bodies.
The supervisor will be able to supervise adequately any ethical issues during the course of the project/dissertation.

Supervisors will be assisted in this process if discussion is held at local level to identify those dissertations/projects which require ethical approval, but which fall within an accepted range of topics for which adequate ethical supervision can be assured. Similarly there may be a range of partner institutions which are prepared to co-operate with undergraduate projects/ dissertations. Undergraduate students are not permitted to approach outside bodies in a speculative manner.
Once formulated, the approval process is as follows:
The supervisor authorises the project where:

· the project falls within the definition of “excluded matters” [Section A3 3.1] 

· the project is part of a student’s ongoing work (for example in an ongoing school or industrial placement) where adequate supervision and advice are available; and provided that CRB, or similar, procedures have been completed where required and clearance given.

· Overseas placements are not considered as ongoing work and require formal approval.

The local Research Ethics Co-ordinator will consider all other proposals involving human participants and will determine as follows:

· the proposal is given ethical approval

· the proposal cannot be approved at local level.

Where the proposal cannot be approved at local level, the student will normally be required to submit an alternative proposal.  If, exceptionally, an undergraduate student is permitted to present a research proposal for authorisation to the faculty, the provisions relating to postgraduate students will operate fully. It should be noted that this may entail delays which may have an adverse effect on the prospects of completion of the dissertation/project within the required timescales.

For the purpose of monitoring, and also as a check against any departure from the permitted project, ethical authorisation/approval forms should be retained in accordance with the university’s Schedule of Data Storage.

A3.5.3
Requirements on the Student

Students submitting proposals for authorisation or approval must understand that the proposal may not be substantially amended after approval. For example, if authorisation is given for a desk-based project a student may not subsequently approach human participants; if approval is given for the involvement of human participants, a student may not widen the participant group, or significantly change the text of a questionnaire. An advisory note to this effect will be part of the ethical authorisation/approval process. Students will be warned that significant changes to the dissertation/project may invalidate the dissertation/project and result in it not being marked.

A3.6
Research Proposals from postgraduate research students

A3.6.1.
General

In preparing the research project, postgraduate students should consider the provisions set out in section A3.8 below. These will inform both students and supervisors of the relevant matters for consideration; and the probable level of approval necessary for the project. For students on research awards, ethical approval should be sought and obtained prior to confirmation of registration, even if the ethical approval subsequently needs to be updated as the project progresses.

A3.6.2.
Authorisation - Excluded Matters

The supervisor authorises the project where the project falls within the definition of “excluded matters” [Section A3 3.1] 

Postgraduate students should be advised by supervisors that if, as the research project develops, it becomes necessary to seek ethical approval, such ethical approval should be sought at that point.

A3.6.3
Local Level Approval

Where the proposed project is one which can be approved at local level, such approval should be sought from the local Research Ethics Co-ordinator. Further details on local approval are in Section A3.9 below. Postgraduate students should be advised by supervisors that if, as the research project develops, it becomes necessary to seek further ethical approval, such further approval should be sought at that point.

To avoid actual or potential conflict of interest, where the Director of Studies is the local Research Ethics Co-ordinator, the proposed project should be forwarded to the faculty for approval.

Where the local Research Ethics Co-ordinator considers that the proposal might give rise to potential difficulties, or that there are other issues which would merit further consideration prior to local approval, he or she should discuss the proposal with one or more other Research Ethics Co-ordinators within the Faculty, or with the Chair of the Faculty Research Ethics Committee as appropriate. Following this discussion the proposal will be either given local approval or referred to the faculty for consideration.

A3.6.4.
Faculty Level Approval

Where the proposed project is one which cannot be approved at local level, the project will be forwarded to the faculty for consideration. 

A3.6.5.
Prior Approval

Students for research awards should be reminded by supervisors that engagement with human participants, or human subjects, or other forms of data collection requiring ethical approval, must not be commenced before that approval is received.

A3.6.6.
Responsibility

Once ethical authorisation or approval is received the postgraduate student or student for a research award is responsible for adhering to the terms of the authorisation or approval; and for seeking first instance approval or further approval should this become necessary.
A3.7
Research Proposals from University Staff
A3.7.1
Excluded Matters

Where a member of staff is engaged with research into matters excluded from the requirement for ethical approval, as set out in Section A3.3 above, he or she does not need to seek either authorisation or approval for this activity. Staff may benefit from looking at section A3.8 below to ensure that they are fully aware of Data Protection and Intellectual Property issues which may apply to their work; and should seek advice from colleagues on these areas if necessary.

A3.7.2
Ethical Approval

Where the research requires ethical approval this should be sought at local or faculty level, taking advice from local Research Ethics co-ordinators as appropriate. Engagement with human participants, or human subjects as defined in Section A3.1 above, or other forms of data collection requiring ethical approval, must not be commenced before that approval is received. 

Where there is an actual or potential conflict of interest, for example where the proposal is made by a Research Ethics Co-ordinator, the proposal should be forwarded to the faculty for consideration.

Where the local Research Ethics Co-ordinator considers that the proposal might give rise to potential difficulties, or that there are other issues which would merit further consideration prior to local approval, he or she should discuss the proposal with one or more other Research Ethics Co-ordinators within the Faculty, or with the Chair of the Faculty Research Ethics Committee as appropriate. Following this discussion the proposal will be either given local approval or referred to the faculty for consideration.

A3.7.3
Proposals for Research Grants

Some awarding bodies require ethical approval in advance of the application; others only require it (if relevant) before the award is confirmed. Staff should consult the requirements of the awarding body for the required process for ethical approval.

A3.7.4
Statutory, Professional and Regulatory Bodies

Researchers should consider any additional requirements by any relevant Statutory, Professional and Regulatory bodies; and any other bodies which may be relevant to the subject area in question.

A3.7.5
Responsibility

It is the responsibility of the researcher to operate in accordance with the ethical approval received. The award-holder for a team research project is responsible for ensuring compliance by all members of the team. Where the research project is collaborative across one or more institutions the co-ordinator should ensure that processes are in place to enable him or her to ensure ethical compliance.

A3.8
Ethical Issues for consideration in the preparation of proposals

A3.8.1
General

The following are a list of ethical considerations which should be taken into account in the preparation of a research project involving human participants or human subjects. It is not exhaustive, and Statutory, Professional, Regulatory and other bodies may have other requirements, which the researcher should consult while preparing the project.

A3.8.2
Criteria for approval

Consideration of ethical approval will take into account the concordance of the proposed project with the University Policy and Framework Principles. Consideration will also focus on the two basic issues below.

· Is it ethical to conduct the research project?

· If the Research Ethics sub-committee determines that the project itself is unethical, consideration will be terminated at this point.

· Is the proposed method of investigation appropriate, thorough and ethical?

Proposals need to be agreed on both these heads before they are approved.

A3.8.3
Applications

Researchers submitting proposals should describe the project and its aims, and explain the procedure which will be carried out in relation to participants and/or subjects. 

The application will also be required to include the following:

· an assessment of risk;

· (if relevant) identify clearly if the proposed project is occluded or covert;

· consider, as relevant, the specific issues outlined in section A3 8.7 below;

· state whether the proposed project involves consent from any external bodies, and identify these.

A3.8.4
Risk

It is important that researchers identify, in so far as they can, both the nature of any potential risks of the proposed project; and how such risks will be managed and minimised through the research strategy and protocols used.

This helps to determine whether approval can be given at local level or whether the project needs referring to the faculty. It is also germane to the fundamental ethical standing of the project. While the extent of risk and its management may not be able to be fully anticipated or quantified at the inception stage, projections are integral to the ethical standing of the project and its initial approval. Should the project encounter further ethical issues as it develops, additional approval should be sought at the appropriate level.

In respect of participants or subjects this should include:

· Assessment, if relevant, of health-related issues like physical or psychological harm, and include any discomfort or stress.

· Consideration should also be given to societal factors, for example risks to a person’s social standing, privacy, personal values and beliefs, relations with family and friends and community, and work-related effects.

· Any disclosures relating to illegality, for example drug-use, sexuality and sexual practices, or deviant behaviour should have a very careful consideration of risk to the participant/subject; and the nature of the final research report should also address issues of confidentiality and anonymity (see below).

· General issues of data protection are addressed below.

In respect of researchers this should include:

· Assessment of any specific health and safety provisions which would be required, relating both to physical and mental health.

· Assessment of whether the researchers have the appropriate experience, including training in questioning and reporting on sensitive issues, to undertake the project.

· If the researcher is a lone-researcher, what protocols are planned to ensure his or her safety?

A3.8.5
Occluded Research

These are projects where full information to the participant would invalidate the research (e.g. the use of placebos in medical research); or would be meaningless (e.g. football crowd behaviour); or psychological experiments where prior disclosure would invalidate the responses and so contradict the purpose of the project.

Where such research projects are projected, researchers should consult extensively with colleagues on the planning and design of the project.

In general the following principles are adopted:

· Withholding of information from participants should only occur when the researcher is clear that the aims and objectives of the research cannot be achieved, and the welfare of the participants assured, by any other means.

· Debriefing should follow participation as a matter of course. 

· Where deception has been substantial, the participant should be offered the option of withholding the data in accordance with the principle of participation by informed consent.

Requests for ethical approval for Occluded Research Projects will be scrutinised in depth by the faculty, and may be referred to the University Research Ethics sub-committee for a final decision. Any such projects will be notified to the University Research Ethics sub-committee.

A3.8.6
Covert Research

Covert projects might be found in fields of deviance studies, and may include investigation of illegal behaviour (where the written consent of the participant would create risk for him or her); or where such investigation might itself be covert.

The broad principle for such investigations is that they must not be undertaken lightly or routinely. They should be seen as highly exceptional and only justified if important issues are being addressed and if matters of social significance which cannot be uncovered in other ways are likely to be discovered.

Requests for ethical approval for Covert Research Projects will be scrutinised in depth by the faculty, and will be referred to the University Research Ethics sub-committee, with a recommendation, for a final decision. 

A3.8.7
Other issues for consideration

Some of these issues will be relevant for inclusion in a research proposal. They are not exhaustive, and submissions should include coverage of all aspects which impact on ethical approval.

Selection of Participants/Subjects

· On what basis will this be done, and how will the researchers assure the university that this participation is voluntary? Is it intended that payments will be made, and if so, details and rationale will be required.

Information to the Participant or Subject of Research

· How will the participant be given full information on the aims, methods, sources of funding of the project, and proposed use of the study? Will the anticipated benefits and potential risks of the study, and any discomfort it may entail be included? Is the right to withdraw from the project fully set out?

A draft Information Sheet must be included in the application.

Consent

How will Informed Consent be obtained? If consent will not be in written form, the justification for this should be included, and full details of how consent will be provided.

A draft Consent Form must be included in the application which makes it clear that consent is Informed Consent.

Children, Vulnerable Adults

If the study involves people in these groups what specific provisions will be put in place, and how will Informed Consent be obtained and from whom? A draft Consent Form must be included in the application. If relevant, have all researchers on the project received Criminal Records Bureau clearance?

Confidentiality and Anonymity

· How will confidentiality and anonymity of participants/subjects be secured?

· Are there circumstances in which the requirements of professional practice might impact on confidentiality and anonymity provisions?

· Are there any issues relating to information provided by public bodies, corporations, contractors etc?

· If the identity of a person, company etc is likely to be disclosed or inferred or discoverable, how will this be discussed with the potential participant, and what impact might the outcomes of this have on the proposed project?

· How will any participants or subjects be clearly-informed about any limits to confidentiality, their rationale and the possible outcomes?

Design

· Does selection and formulation of research questions, and the design of the research project ensure that the outcomes are not pre-determined?
· Are methodologies appropriate and (if appropriate) have all members of the research team the appropriate skills and qualifications?

Dissemination

· What are the planned methods of dissemination (e.g. doctoral thesis, research report, intended publication in journal or book)?

Independence

· Declare the origin of any external funding; identify any areas of possible conflict of interest; and whether any restrictions have been placed on the research by the funding body.

Overseas research

· Is the proposal in accordance with the laws of the country/countries in which it is proposed that the investigation take place?

· Does this include compliance with local laws on Data Protection and Intellectual Property? (Specific details may be required to assure the FRESC that this has been done with due diligence).

Data Security and Disposal

· Are researchers aware of their duties under the Data Protection Act? Has the processing of the data been considered; have the operations necessary been identified; and has the issue of the sensitivity of the data been considered in relation both to data protection and general lawfulness?

· What provisions have been considered for the secure retention of sensitive or personal data; and what provisions are in place for the secure destruction of this data, and when is it anticipated that this should take place?

· Where results are collected individually, but the outcomes are anonymised, what data protection procedures are in place to ensure the protection of personal details and at what point and how will these be destroyed?

Intellectual Property

· Are researchers aware of the wide variety of reproduction methods which are restricted in respect of protected data; and the possible implications of any copyright infringements?

· Have any relevant permissions in respect of this been obtained (e.g. the use of hitherto unpublished material)?

· If on-line material is being used, are their any international laws which impact on this?

· Is there full knowledge of how to use licences and assignment of rights when creating or using material protected as intellectual property?

Health and Safety

· Are there any health and safety issues either for participants/subjects and/or researchers?

· Has advice been taken on how these might be addressed, from whom, when?

A3.8.8
Ethical issues related to the conduct of a research project

While it is important that ethical considerations are taken into account at the inception of a research project, it is also important that ethical considerations inform it throughout, up to and including the publication/dissemination of the research project.

It is the researcher’s responsibility to abide by the terms of the ethical approval given. If the need for further ethical approval becomes apparent as the project develops, it is the responsibility of the researcher to apply for that further approval.

The faculty may monitor the progress of the research project to ensure compliance with the terms of approval.

Failure to comply with the terms of ethical approval for a research project, or failure to seek further approval if required, may lead to action under the provisions relating to Misconduct in Academic Research (See Sections G41 – G43.6.4 of these regulations).

A3.8.9
Ethical issues relating to Dissemination of Results

Researchers also need to ensure that dissemination and/or publication follows good ethical practice. The following should be noted as requirements of good ethical practice. They are not exhaustive.

Research should be appropriately published on conclusion. This should include the methodology used, including acknowledgement of any limitations of the research. In general, research outcomes should be presented so as to ensure the anonymity of individuals. Where this is not the case, the issues should have been fully discussed with the participants/subjects and this should have been included in the ethical approval for the project.

Researchers have a responsibility to take account of all relevant evidence and present it without omission, misrepresentation or deception. Data and information must not knowingly be fabricated or manipulated in a way which might lead to distortion. 

Work of other scholars or colleagues must be acknowledged.  Professional standards need to be observed in: attribution of authorship; acknowledgement of sources; correctness of references. Plagiarism is not permitted and identified plagiarism will lead to action under the university’s regulations relating to Misconduct in Academic Research (See Section F of these regulations).

Fair attribution of authorship in a collaborative research project should be observed, with seniority of position not creating an automatic right to co-authorship. Honorary authorship is unacceptable. The order of authors should recognise their respective contributions to the work.

A3.9
Authorisation and Approval

A3.9.1
Authorisation or local-level approval

This is undertaken within the School/Academic Unit.
A3.9.2
Authorisation 

Authorisation for research is required by undergraduate and postgraduate students as a means of confirming that the research to be undertaken is an excluded matter as defined in Section A3.3 above and therefore does not need ethical approval. It also serves to remind students that they may not depart from the authorised project and may not involve human participants or subjects unless specific ethical approval at the appropriate level is obtained.

The student’s supervisor will authorise the project.

A3.9.3
Local Level Approval

It is expected that all undergraduate dissertations/projects should be such as can be approved at local level. Depending on the nature of the project, local level approval may also be given to postgraduate and staff proposals.

The general principles underpinning local level approval are outlined below. Because of the nature of research projects it is impossible to specify in detail or in absolute terms those projects which can be approved at local level. Key factors will include the experience of the researcher; assessment of the level of risk; the complexity and sensitivity of proposals; and appropriate safeguards like experienced supervision being in place.  In outline the principles are as follows:

Approvable

Low-risk projects, which include the following:

· projects in which the ethical issues are not complex or sensitive;

· projects where there is minimal risk of harm either to participants or researcher;

· (for undergraduate and postgraduate proposals) where adequate supervision of the project is demonstrable.

Not approvable at local level:

· projects which do not comply with the provisions above;

· requests for research into human subjects by undergraduates;

· all requests of approval of projects involving children or vulnerable persons will normally be referred to the faculty;

· all requests for approval of Occluded or Covert research projects.

In making these decisions, local Research Ethics Co-ordinators need to exercise judgement. It is expected that Research Ethics Co-ordinators will be members of the Faculty Research Ethics Committee, through which they will gain experience of the research projects expected to be considered at faculty level. Research Ethics Co-ordinators will receive training in the identification of ethical issues, and particularly assessment of the degree of risk involved. They should also be aware of the sensitivity of social issues like divorce or sexual orientation; and criminal/deviant issues like domestic violence or drug abuse. Such projects would not normally be permitted for undergraduate research, and, depending on the level of experience of the staff member as researcher and/or postgraduate supervisor, might be referred to the faculty committee. In cases of doubt, a Research Ethics Co-ordinator should seek advice from other Research Ethics Co-ordinators in the Faculty and, if appropriate, from the Chair of the Faculty Research Ethics Committee. 

A3.9.4
Faculty approval

Approval should be sought from the faculty where there are substantial or complex ethical issues involved; or where this is a requirement for funding by an external body for example the Economic and Social Research Council.

Where the research comes under the jurisdiction of a Local Medical Research Ethics Committee, or other equivalent committee, a copy of the appropriate documentation from that body must be included with the application. The faculty approval will then proceed on the basis of the NHS consent for the project without the need for duplicated assessment of the proposal. This does not preclude the faculty additionally requiring  compliance with any university requirement.

The Faculty Research Ethics Committee (FRESC) will consider proposals and, if necessary, refer them back to the applicant for further details or remit the final decision to Chair’s action. Only in highly exceptional circumstances will a FRESC do other than approve or not approve an application – i.e. it is not normally appropriate for a FRESC to require ongoing involvement in the research project once it is approved.

In making decisions, a FRESC will bear in mind the need of the applicant for a timely response to the application. 

A3.9.5
Appeals

Where a FRESC considers refusing an application for ethical approval it will normally be referred back to the applicant with the deficiencies of the application identified, and giving the applicant the opportunity of a further submission to be approved either by the whole committee or by Chair’s action.

In the event of a FRESC refusing an application for ethical approval, an applicant has the right to appeal to the University Research Ethics sub-committee. In such a case, the Chair of the committee (or nominee not of the applicant’s faculty), will consider both the application and the faculty’s views on it, and reach a preliminary conclusion. This will be considered by the full sub-committee and both applicant and faculty representative have the right to attend and speak to the issue. 

The decision of the University Research Ethics sub-committee on the matter is final and the matter is concluded at this point.

A3.9.6
University level approval

The faculty should forward to the University Research Ethics sub-committee any proposals on which it cannot agree the ethical propriety of the proposed research; or which pose complex institution-wide ethical issues. All proposals for covert research should be forwarded to the University sub-committee, with recommendations from the faculty, for final approval.

The decisions of the University Research Ethics sub-committee on matters referred to it are final and there is no appeal mechanism.

A3.9.7
Monitoring

Many Research Councils now require a monitoring process to be in place to assure continued compliance with ethical approval. A monitoring process is also useful to assist in the development of good standards.

However, this needs to be balanced with time constraints and respect for the professionalism of colleagues and students. The monitoring process is therefore designed to ensure an auditing and developmental process without being unduly onerous.

The responsibility for monitoring rests with the Faculty Research Ethics Committee. The committee will select a representative sample of the following from across the Faculty to be scrutinised by designated members of the committee:

a. authorisation forms

b. local level approvals to ensure general consistency and to assist in the development of good practice

c. research projects approved at faculty (or university) level to ensure compliance with the terms of approval.

The outcomes will be presented in a report to FRESC which will form part of its annual overview of research ethics in the faculty.

A3.10
Composition and responsibilities of Research Ethics Committees in the University

A3.10.1
Responsibilities

The composition and responsibilities of Research Ethics Committees at both Faculty and University level will be set out in detail in their Standing Orders.

The chief responsibilities of these committees are:

· policy development

· development and communication of good practice

· debate and developmental work relating to research ethics issues

· determination of specific ethical issues

· developmental opportunities for local Research Ethics Co-ordinators and members of Research Ethics Committees, including lay members;

· approval of research proposals

· oversight of research authorisation and local approval processes

· monitoring functions

A3.10.2
Lay Involvement

Lay involvement is a central feature of Research Ethics Committees, and is the element which distinguishes them from other university committees.

The purpose of the lay involvement is to bring to decision an outside view and to ensure, in the interests of public confidence, that decisions are fair and robust. This is particularly important in that faculty members will be the colleagues of those seeking approval of their research projects; and members of other Research Ethics Committees across the university may also know applicants personally. Lay involvement also helps to ensure independence and due process in the monitoring function.

Ideally lay members should be both external to the university and should be drawn from a wide social spectrum and not confined to the professional areas of the university or faculty.

A3.11
Ethical Issues: Debate and Developmental Work

A3.11.1
Purpose

Debate and developmental work on issues of research ethics is an essential component of the work of Research Ethics Committees within the university. In particular this serves four purposes:

· It contributes to the general development and embedding of ethical issues in all aspects of scholarly practice and professional conduct throughout the university for undergraduates, postgraduates and members of staff.

· It informs the work of academic staff at local level, as dissertation/project supervisors and teachers.

· It assists Local Research Ethics Co-ordinators to make decisions, especially the determination of whether a project might be approved at local level or whether it needs to be referred to the faculty.

· It assists the members of faculty committees and the university committee to make informed, fair and consistent decisions.

A3.11.2
Procedures for Ethical Authorisation or Approval

The responsibility of staff information and development relating to the procedures for ethical authorisation or approval lies with the faculty.

A3.11.3
Research Ethics Co-ordinators

The responsibility for developmental work with Research Ethics Co-ordinators lies with the faculty. In undertaking this, the faculty should consider the following:

· The number of Research Ethics Co-ordinators in a School or Academic Unit. Where possible there should be more than one, in order to share good practice and provide a basis for discussion and determination where relevant. Where an Academic Unit is too small for this, consideration should be given to “twinning” in order to provide this support and shared good practice.

· Research Ethics Co-ordinators should be invited to be members of, or in attendance at, the Faculty Research Ethics Committee in order to develop their awareness of the issues considered at this level, and share and develop good practice. This membership/attendance may be on a revolving basis depending on the number of Research Ethics Co-ordinators in any School or Academic Unit.

A3.11.4
Members of Research Ethics Committees

Responsibility for developmental work with members of Research Ethics Committees and local Research Ethics Co-ordinators is a shared responsibility at university and faculty level.

In association with the faculties, the University Research Ethics sub-committee should organise a series of seminars during the academic year. These should incorporate developmental sessions on all aspects of ethics, scholarly activity and professional practice, with particular emphasis on in-depth consideration of topical ethical issues, and with the additional purpose of developing and communicating good practice. It is anticipated that these seminars might give rise to circulars or advice on ethical issues, with, as appropriate, exemplars of decision making.

While primarily directed at developing the expertise of members of Research Ethics Committees and local Research Ethics Co-ordinators, these seminars should also be open to other members of the University. These might include, for example, staff members who wish to become Research Ethics Co-ordinators, other staff members and postgraduate students who have a particular interest in the matter under consideration.

Additionally, to help spread good practice throughout the university, these seminars might be adopted or replicated at local level, involving undergraduates in the developing of good ethical practice during their studies. 

A3.12
Provisions for Raising Concerns

A3.12.1
Raising Concerns

In the interests of openness, good practice and the reputation of the university, members of staff and students of the university, and members of the public, are entitled to raise concerns about the correct ethical practices in research, and particularly in relation to compliance with research ethics authorisation or approval.

A3.12.2
Good Faith

It is expected that all concerns will be raised in good faith. Where this is the case, the person raising the concern(s) will be protected from reprisal or victimisation even if the concern is shown to be unfounded.

Where a complaint or concern is raised vexatiously or maliciously, the member of staff or student complaining may face disciplinary proceedings.

A3.12.3
Local level concerns

Where the issue of concern is such as could reasonably be resolved at local level, the matter should be raised with the Associate Dean/Head of School or with the Dean of Faculty who will progress the matter.

A3.12.4
Serious concerns

Where the concerns of members of staff or students or members of the public are serious, complaints should use the Regulations and Procedures relating to allegations of Misconduct in Academic Research (section G39-G41 of these regulations).  Section 2.6 deals with making a complaint.

A4
NOTES AND REFERENCES
Notes
Declaration of Helsinki: Ethical Principles for Medical Research: www.wma.net

ESRC Research Ethics Framework (2006) www.esrcsocietytoday.ac.uk ; follow the links from “publications”.

Respect Code of Practice for Socio-Economic Research: www.respectproject.org/code
References

Arts and Humanities Research Council: www.ahrc.ac.uk has general statements in its Terms and Conditions of Research Council Grants.

British Educational Research Association: Revised Ethical Guidelines for Educational Research (2204): www.bera.ac.uk, follow the links from “publications” and “research guidelines.

British Psychological Society: Code of Ethics and Conduct  (2206): www.bps.org.uk, follow the links from “ the society” to “ethics”.

British Society of Criminology: Code of Ethics for researchers in the field of criminology, (2003): www.britsoccrim.org, follow the links from “constitution”.

British Sociological Association: Statement of Ethical Practice (2002): www.britsoc.co.uk, follow the links from “equality and ethics”.

Economic and Social Research Council: Research Ethics Framework (2006); www.esrcssocietytoday.ac.uk, follow the links from “publications”.

Natural Environment Research Council ; Natural Environment Research Council Ethics Policy (2005):   www.nerc.ac.uk; follow the links from “about us, mission and aims” to “ethics policy”.

http://www.epsrc.ac.uk/ 

Social Research Association: Ethical Guideline. (2003): www.the-sra.org.uk/ethicals.htm
The Market Research Society: Code of Conduct (2205): www.mrs.org.uk , follow the link from “Code/Guidelines”.

The Medical Research Council: Medical Research Council position statement on research regulations and ethics (2005):  www.mrc.ac.uk: follow the links from “ethics and research governance”. This site also contains more specialised ethical references.

Table A

Authorisation and Approval of Research Projects

	Project Description


	Action
Required
	Location of
Action
	Undergraduates
	Postgraduates
	Members of Staff

	Excluded Matters
	Authorisation
	Supervisor
	Required
	Required
	Not Required

	Low Risk:

Human Participants
	Approval
	Local
	Required
	Required
	Required

	Low Risk:

Human Subjects
	Approval
	Local
	Not permitted
	Possibly

approvable at local level
	Required

	Complex Projects

including occluded and covert
	Approval
	Faculty
	Not permitted
	Required
	Required

	Covert Projects
	Approval
	University
	Not permitted
	Approvable in

exceptional

circumstances only
	Approval considered following faculty recommendation
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