
Guidance for Research Ethics
Research Ethics is a world-wide set of principles governing the way any research involving interaction between the researcher and other humans or human tissue or data relating to humans, is designed, managed and conducted. Those same principles apply to you the researcher, whether you are an untrained undergraduate or an internationally recognised scholar in your field. The only difference is that the more senior you are the less the excuse you have for showing ignorance of the requirements of research ethics.

Research ethics has its origins in the medical world and the testing of new medicines and new techniques on patients and healthy volunteers (and in some cases forced subjects). Thus some of the fundamental statements on research ethics, such as the Helsinki Declaration, originate from medical organisations. However, the same principles are now applied more widely to all human and social sciences where interaction with individuals or with defined groups, or confidential information about individuals, is involved.

1
What are the principles?
Nowadays the principles of research ethics are grouped under the headings of Autonomy, Beneficence, Non-maleficence, Confidentiality and Integrity.
Autonomy
-
because the participant must be free to take part in the research without coercion or penalty for not taking part;

· because the participant must be free to withdraw at any time without giving a reason and without a threat of any adverse effect.

Beneficence
-
because the research must be worthwhile in itself and have beneficial effects that outweigh any risks; it follows that the methodology must be sound so that positive results will be yielded.

Non-maleficence  - because any possible harm must be avoided or mitigated by robust precautions

Confidentiality – because the right of the participant and his/her personal data to remain unknown to all but the research team must be respected (unless the participant agrees otherwise).

Integrity
-
because the researcher must be open about any gains he or she makes from the research.
2.
How are the principles put into practice?
Any research which comes under the definition outlined in the introduction is not acceptable unless it has undergone due process of scrutiny and has been given a favourable ethical opinion by a properly constituted Research Ethics Committee. There are circumstances where ethical review can be delegated, under strict criteria, to sub-groups, but generally the research project must come before a Research Ethics Committee (REC). Each country has its own system for RECs, but in the UK they fall into three broad categories:

(1)
NHS RECs -  a national system of some 80-90 Committees directed by the National Research Ethics Service (NRES), a branch of the National Patients’ Safety Agency, itself an agency of the Department of Health. All the NRES committees operate under the same regulations (GAfREC) and the same Standard Operating Procedures.
(2)
University RECs – each university will have its own system

(3) Independent RECs – there are only five in the UK and they tend to specialise in reviewing Phase 1 drug trials (ie those where new medicines have never been tried on humans before). They are due to be integrated into NRES.
There are other institutionally based research ethics committees, but they do not have the nationally based recognition of the three main categories.

See paragraph 5 below for guidance on which committee to apply to.

3.
What types of research are involved?
Different institutions define activities needing ethical scrutiny in different ways. Thus the rules governing NRES committees exclude audit and research on service provision from the requirement of ethical review. Most universities, however, including Manchester, feel that it is not possible to make such rigid distinctions between what does and does not need ethical review. Most would accept, nevertheless, that a degree of proportionality should apply; that is, that low risk research or research like activity needs a less rigorous approach to scrutiny.
For the University of Manchester, the following activities either do not need ethical review or such scrutiny should be undertaken, under well defined terms, by a body other than a designated UREC:

Course evaluation.  This is a normal part of academic activity and should be authorised by appropriate School committees/officers, bearing in mind any ethical implications.

Evaluation of teaching methods. This carries some potential ethical risks and proposals of this nature should be scrutinised by an appropriate School committee, using  ethical criteria based on the five principles. For Schools where there is a significant amount of this type of research, there should be a teaching ethics committee with an external member.
Audit of data (Audit is the processing of data which has previous been collected; generally audit will verify or evaluate previous research). This does not require full ethical review, provided the data was collected ethically in the first place and is now either anonymous or available in a way for which informed consent was given.

Service evaluation, market research, research into public opinion. This does not require full ethical review provided:

· The data are collected without personal identifiers

· The participants are not asked for confidential or sensitive information

· The issues being researched are not likely to upset or disturb participants.
Nevertheless such research projects should come before a School Research Ethics Panel (see section 7 below) to check that ethical issues are not being overlooked.

Research involving interviews with participants on subjects deemed to be within their professional competence. This is a grey area, but if the researcher is not asking the participant to reveal personal, confidential or sensitive information and the subject matter is well within the professional competence of the interviewee, formal ethical review is not always needed. However, advice should be sought from the Research Ethics office if exemption is being sought on these grounds.
Research projects involving any of the following must be reviewed by a properly constituted Research Ethics Committee:

a)
Those which involve any form of physical risk or serious inconvenience to the subject or to any third party;
b)
those which involve the administration of drugs or use of invasive or semi-invasive procedures;

c)
those which involve any risk of psychological damage or distress to the subject (or the subject’s family),

d)
those which involve privileged access to the subjects’ clinical records, or may incur the risk of the disclosure of sensitive information about the subject which has been disclosed by persons taking part in the investigation;

e)
those which involve subjects deemed to be vulnerable or dependent or otherwise have an unequal relationship with the researcher;
f)
those which necessarily involve deception of subjects;
g)
those which involve the use of foetal material (but not in normal circumstances placental material);

h)
those which involve the use of tissue from living subjects(subject to the Human Tissue Act 2004);
i)
those which involve the cadavers of or tissue from the recently dead, other than bequeathed cadavers and tissue obtained in the normal course of necropsy (subject to the Human Tissue Act 2004).

This is not an exhaustive list and if you have any doubts about whether you should seek formal ethical approval you should ask.
4.
What happens if I do not get ethical approval?
It is contrary to University policy to collect data for a research project which requires ethical approval without having first obtained that approval. A number of consequences flow from this:

(1) Conducting research without proper ethical approval could be construed as misconduct in research

(2) The University cannot protect you against any consequences, financial or otherwise.

(3) An aggrieved participant could seek legal redress and you would have a weaker defence if the research did not have ethical approval.

5.
To which type of committee do I apply?
At present, if your research involves NHS patients (or their close relatives), you must apply through the NRES (National Research Ethics Service) for the project to be reviewed by an NHS REC. You must also use the NRES system for any Clinical Trials of Investigational Medicinal Products, for any research involving adults who do not have the mental capacity to give informed consent (or might lose that capacity in the course of the research), and any research using human tissue which is not collected or stored under the auspices of the University’s HTA licence.

There are circumstances in which you would use an Independent Research Ethics Committee (unlikely because the University does not sponsor ‘first in man’ studies’) or the new Social Care Research Ethics Committee, but in general all other applications must go to one of the University Research Ethics Committees.
6
Applying to an NHS REC

NRES has a detailed website (www.npsa.nres.org.uk) setting out how to apply and what issues to consider. Applications are made electronically on a system known as IRAS (Integrated Research Application System) which allows you to prepare simultaneous applications to related regulatory bodies, should that be necessary, and thereby reduce the repetition of the same information on different forms. 

Before completion the form must be counter-signed by the ‘Sponsor’, which might be the University, an NHS Trust or both. The Sponsor accepts responsibility and liability for managing the project and so must scrutinise the details on the form carefully. This is done by taking the form to the Faculty Research Practice Co-ordinator (in the Simon Building) if you are in the Faculty of Medical and Human Sciences, or one of the Research Practice and Governance Co-ordinators in the Research Office in the Christie Building, for all other Faculties.
7.
Applying to a University Research Ethics Committee
A University form and set of guidelines is available from the University web http://www.campus.manchester.ac.uk/researchoffice/governance/ethics/submitting/  The form and guidelines must be read carefully and the questions answered fully. The form is, however, designed to cover many different types of research project so some of the questions will seem irrelevant.
If you are an undergraduate your dissertation supervisor must complete the form on your behalf; if you are a postgraduate student, you and your supervisor are jointly responsible.

After completion the form must be submitted to the person appointed in your School to sign off Research Ethics forms. It will be his or her responsibility to ensure that the form has been properly completed and supporting documents (such as information sheets, consent forms) made available.
Some Schools, with a high number of applications, will have their own, simpler pre-screening form which allows the appropriate School Officer or the School Research Ethics Panel to determine whether a full ethics application is necessary. The School Panel may also provide advice on the preparation or improvement of an application and determine whether a project falls outside the requirement for ethical review, but does not undertake ethical review itself unless specifically delegated to do so under ‘template’ arrangements.
On submission you will have the choice of review by the first available committee or wait for the committee which specialises in your subject area, which could be 6-7 weeks.

8.
What are the issues that I need to consider in preparing an application?
Each research project will have its own ethical implications but in general you will need to consider the following factors:

· Does the research have clear objectives that are demonstrably beneficial to medical, social or economic well-being or academic training?

· Is the methodology sound? 
· Have you sought advice on research design?

· If it is quantitative research what statistical advice have you sought?

· If it is qualitative research is the design appropriate?

· Has the application been prepared in understandable English, free of jargon and terms that may not be understood by the intelligent layperson?

· There must no element of coercion in the recruitment of volunteers. Adverts and invitations to participate must be drawn up in neutral terms and potential participants cannot be approached directly by the researcher and asked for an immediate answer.

· All participants must give informed consent, which means providing an information sheet (generally in a standardised format) and asking for written consent. Guidance on these documents is given with the application form.

· If consent is to be obtained in possibly difficult or complex situations, the researcher should show that they have experience in administering consent.

· Participants must be able to withdraw at any time without giving a reason and with an assurance that it will not affect any benefit, service etc which you or the organisation hosting the research might be offering.

· Any compensation, financial or otherwise, must be related to expenses incurred and time taken up and not be seen as an incentive to take a risk. Modest prize draws are, however, permissible.
· There should be an assurance that there will be some sort of outcome to the research, preferably as a publication. In this respect a dissertation or thesis, even if not publicly available, counts.

· Any conflicts of interest should be declared

9.
What supporting papers will be needed?
The Committee will want to see, when relevant, the following documents:

· Any protocol (this will be relevant to the more complex projects)

· Any advert or letter of invitation to participate

· A participant information sheet (known as a PIS for short)

· A consent form

· Any questionnaires or research tool being administered 

· A schedule (ie a list of topics) to be discussed at any interview or focus group
· Ground rules for any meetings or focus groups

· Any consent letters from third parties involved

Not every application will need all these documents. For instance, the return of a questionnaire does not always need a consent form, since the return itself implies consent, but the implied consent should be set out in the information sheet.

10.
Who is responsible for what in preparing an application?

In summary the responsibilities for preparing an application are as follows:

Researchers

1. Ensure the project has had a scientific review (appropriate to the nature of the project- check with supervisor
).

2. Check guidance whether ethics approval is required 

3. Complete relevant ethics application forms 

4. Submit forms and all necessary documentation to Research Administrator for pre-screening and authorisation by Head of School or person nominated by him/her

Research Administrators

1. Check the forms have been completed correctly and fully and all required documentation has been included

2. Ensure that the Head of School or a person nominated by him/her has signed off the form following pre-screening.

Head of School/Senior Academic Staff nominated by Head of School

Sign off of the application will confirm that the Head of School is confident that 

1. the project has sound rationale and design and has had a formal review (appropriate to the nature of the project).

2. the project has sufficient resources in terms of finances, staffing (including staff and students)

3. researchers (staff and students) have appropriate experience and/or training to conduct their roles in the research

4. the decision whether the project needs ethics approval or not has been made correctly, using the simple guidance provided. The Head of School will ensure that it goes to the right ethics committee (NHS or University REC)

The ultimate responsibility for seeking ethics approval rests with the researcher and failure to seek ethics approval will result in the staff not having appropriate indemnity cover. Furthermore, at least in some instances, they may be breaking the law.

11.
What happens at the meeting?
After submission you will be told the date of the meeting. It is also quite usual to invite you to meet the committee at a given time. This will be an opportunity to clarify uncertain points or agree amendments. It is important that supervisors make to time to attend as well since they are formally responsible for the management of the research and are in a better position to answer questions.
After the meeting you will be sent a letter which may: confirm ethical approval, give conditional approval, or give an unfavourable opinion and ask for a revised submission.
12.
Further information
For further information or relevant UREC form please email research.ethics@manchester.ac.uk or contact the following:

Dr Timothy Stibbs, timothy.stibbs@manchester.ac.uk (tel 0161 275 2046)

Ms Eliza Pimlott, eliza.pimlott@manchester.ac.uk (tel 0161 275 2206)

Research Ethics Office,

2nd Floor, Christie Building
� For the Human Tissue Authority see � HYPERLINK "http://www.hta.gov.uk/" ��http://www.hta.gov.uk/�  and for university obligations under the HTA � HYPERLINK "http://www.campus.manchester.ac.uk/researchoffice/governance/compliance/towhom/" �http://www.campus.manchester.ac.uk/researchoffice/governance/compliance/towhom/� 


� Rule of thumb: for a student project up to Masters level, review by the student’s supervisor will be sufficient. For all other research (including research projects for Doctorate level), an independent review is required, i.e. the reviewer(s) must be independent of the student and/or member of staff proposing the research. In some cases, external independent reviews will be required (depending on conditions attached to funding/contracts)





