Research Ethics: Code of practice 

Trinity University requires that all research involving human participants or human data or material is subject to ethical review at School level and where appropriate at University level. The Head of each School or their nominated School Ethics Officer is responsible for ensuring that a robust framework for approving all research plans of both staff and students is in place in the form of an “ethics statement” which will take account of the specific needs and conventions of their discipline(s). The University’s ethics committee must be kept informed of all plans that have been approved. Heads of School or School Ethics Officers can at any time refer individual proposals to the Ethics Committee for comment and advice. 

Who does this apply to?
All staff and students must secure ethical approval for any research involving human participants. All students must get approval before starting work. Staff must also submit their own research plans for ethical consideration, whether the work is funded or unfunded, if the research is being carried out in their capacity as members of University staff or using University facilities. This also applies to all visiting researchers whether or not they are employed by the University, including persons with honorary positions, conducting research within, or on behalf of, the University.
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How to obtain ethical approval
Applications for ethical approval should be made via the relevant Head of School or nominated School Ethics Officer. The proposed research should be considered in the light of the Schools Ethics Statement and the Research Ethics: Code of Practice. All proposals whether passed internally or referred for advice of the Ethics Committee should be lodged with the Ethics committee before any research is undertaken. Ethical approval will be granted for a specified period of time. Should any project extend beyond the term of ethical approval, or should the nature of the research change, further approval will require to be obtained by the researcher. Researchers must ensure that they act in accordance with the approval given.

It shall not be necessary to obtain approval from the Head of School or School Ethics Officer in cases where research involving human participants is subject to approval by external bodies that are subject to one of the following:
(a)  statutory control or approval by a statutory ethics committee,
 (b)  approval by the ethics committee of an NHS local health board, multi-centre research ethics committee.

However, in such cases, the fact that ethical approval has been obtained must be notified to the Head of School or School Ethics Officer and the Chair of the Ethics Committee who will ensure that a record is kept of this approval. Researchers must ensure that they act in accordance with the approval given. Any proposed changes in the research must be dealt with by the procedures of the relevant body that gave approval.

What happens if I have not applied for or obtained ethical approval?
Failure to follow the University's guidance on ethical review of research may result in disciplinary action. Where the University’s Ethics Committee become aware that research is being conducted in breach of these policies and procedures or of researchers who are not complying with them, the matter may, in relevant cases be resolved by informal discussion with the researchers and remedial action being taken by them. However, where necessary either committee may refer the matter to the Chair of the Ethics Committee or other relevant persons for further investigation.
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Information for applicants

Introduction
You must apply via your School and/or the University Ethics committee as appropriate for ethical approval for any research involving human subjects that has not been subject to review by external bodies. In all cases you must ensure that the University’s Ethics committee is made aware of the proposed research and that the decision to approve the research has been logged by the committee. 

Regardless of where your application is considered, three main kinds of decision can be made. Either the project is approved as it stands (GREEN), or it is accepted subject to specified alterations (AMBER), or it is rejected (RED). You will receive written confirmation as soon as possible after a decision has been made telling you what has been decided and (if relevant) why that decision has been made and what you now have to do. Please note, if your project is approved subject to specified alterations, you may NOT proceed to start the research until these changes have been approved by the Chair of the Ethics Committee.

In all cases (whether your submission is approved immediately or following revisions), please make sure you retain proof of your Ethics approval. If you are a student you will be asked to include it with your project (not in the form of an Appendix, but loose inside the front cover, so that it can be checked for approval, and then removed to ensure anonymity for the marking phase).

How decisions are made 
Decisions made by individual Schools and by the University’s Ethics Committee are guided by general principles of ethical research with human subjects (see below). A decision by any of the University's Ethics Committee to approve a research project does not imply an expert assessment of all possible ethical issues or of all possible dangers or risks involved, nor does it detract in any way from the ultimate responsibility which researchers must themselves have for all research which they carry out and for its effects on human subjects. The University's Ethics Committees address themselves to ethical matters and are dependent upon information supplied by the researcher. This information is expected to be properly researched, full, truthful and accurate. 

A decision by the University's Ethics Committees to approve a research project does not constitute a precedent and each application will be judged on its own merits and in the light of present circumstances. For that reason, a decision may be made to approve research of a kind not previously approved. Equally, a decision may be made not to approve research of a kind that was previously approved. In neither case does this imply that the Ethics Committee's decision nor decision-making process is flawed since proper ethical review cannot be reduced to a mechanical or formulaic approach.
Appeals
If you are dissatisfied with a decision made by your Head of School, School’s Ethics Officer or the Universitys Ethics Committee (depending on where the decision was reached) you should in the first instance discuss this with them. If discussion is unable to resolve the issue satisfactorily an appeal against the decision may be made to the University’s Ethics Committee, which, in cases of dispute will call on its power to co-opt additional members as necessary. However, it should be noted that the University’s Ethics Committee will not normally interfere with a School decision to require revisions to the project, such as to amend an information sheet or consent form. The University’s Ethics Committee is concerned with the general principles of natural justice, reasonableness and fairness of the decision made. 
 
A Brief Summary of Guiding Principles
The following is a summary of the guiding principles which individual Schools and the University’s Ethics Committee will refer to in making their decisions. It is not intended to be exhaustive, and of necessity, individual School’s will need to reference the norms and conventions of their own disciplines in reaching any decision. 

[bookmark: _GoBack]Above all it should be remembered that the integrity of any research depends not only on its scientific rigour, but also on its ethical adequacy. Ethical issues are many and varied, and may be quite complex. Research involving human participants is undertaken by many different disciplines and conducted in a broad range of settings and institutions. While some issues are specific to professional groups, all research should be guided by a set of fundamental ethical principles to ensure the protection of human participants. Underpinning the standards are the ethical imperatives of DO NO HARM (nonmaleficience) and DO GOOD (beneficience). Consideration of risks versus benefits need to be weighed up by researchers. In medical research, physically invasive procedures are easily defined, but what constitutes risk in social research is sometimes less clear cut. Questionnaires, observation and interviews can all be potentially intrusive and provoke anxiety in participants, or worse, involve psychological risk. It is important to think through carefully the likely impact on participants of any data collection methods. Certain groups are particularly vulnerable and may succumb to pressure, for example students, children or people with learning disabilities. Some participants are unable to give informed consent and are therefore less able to protect themselves, for example people with dementia. Research activities may be so unintrusive that individual consent is not warranted, such as in the case of some community-based studies. 

The following standards have been developed to guide staff and students undertaking research involving human participants. They are intended to cover general principles, but they may not address all situations and the researcher should seek further advice from their School’s Research Ethics Officer, the University’s Research Ethics Committee and their profession’s code of practice for research ethics as appropriate. 

1. No research should cause harm, and preferably it should benefit participants.
2. Potential participants normally have the right to receive clearly communicated information from the researcher in advance. 
3. Participants should be free from coercion of any kind and should not be pressured to participate in a study. 
4. Participants in a research study have the right to give their informed consent before participating. 
5. Where third parties are affected by the research, informal consent should be obtained. 
6. The consent of vulnerable participants or their representatives’ assent should be actively sought by researchers. 
7. Honesty should be central to the relationship between researcher, participant and institutional representatives. 
8. Participants’ confidentiality and anonymity should be maintained. 
9. The collection and storage of research data by researchers must comply with the Data Protection Act 1998. 
10. Researchers have a duty to disseminate their research findings to all appropriate parties. 
11. School’s Ethics policies and associated statements are to be included in Programme of Study Handbooks.
