UNIVERSITY OF MANCHESTER

RESEARCH ETHICS COMMITTEES

Notes of Guidance on completing an application form for the approval of a research project by one of the University Research Ethics Committees
The University is required, as a responsible research institution, to conduct its research and, where relevant, its teaching, in accordance with the highest scientific and ethical standards. In particular it must protect the rights, interests and dignity of the human subjects of research and protect researchers themselves from harm. The role of the Committee is to ensure that any relevant research project conducted under the auspices of the University meets these high ethical standards, by seeking all information appropriate for ethical assessment, interviewing applicants where possible and coming to a judgement as to whether a project should be given ethical approval, refused ethical approval or given approval subject to specified conditions.
The standards and requirements for ethical approval are the same whether you are an internationally eminent scientist or an undergraduate.

Further general information about Research Governance and Research Ethics can be found at the following websites:

http://www.staffnet.manchester.ac.uk/services/rbess/governance/ethics/guidanceonapplyingforurecreview/
HRA/NRES website: www.hra.nhs.uk
Where do I send the forms?

Completed forms and supporting documents should be sent to your School/Institute Signatory. Please see the link below for the list of current Signatories: 


What supporting papers will be needed?
In addition to the application form, 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 (i.e. a list of topics) to be discussed at any interview or focus group

· Ground rules for any meetings or focus groups

· Any letters to ‘gatekeepers’ or 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 information sheet should remind participants of this.
You can find templates for the PIS and consent form here: 
http://documents.manchester.ac.uk/display.aspx?DocID=23662 
Completing the form
The questions asked on the form help the Committee form a judgement on the ethical implications of your research, so it is important to answer them both fully and succinctly. The form is designed to be completed electronically, so that there is room to expand answers where necessary and close gaps when lengthy answers are not needed. It is important to remember that members of the Committee are not experts in your field. The use of academic discipline-related jargon and long, theoretical extracts about methodology taken from your research proposal only serves to detract from the main purpose of reviewing ethical considerations.
The following notes offer guidance on how particular questions should be answered:
Insurance questions
Most research activities are covered automatically by the University’s insurance policies. However, research which involves types of participants or issues specified on the form does need the prior approval of the Insurance Office. If you think there are particularly difficult insurance issues it would be prudent to consult the Insurance Office at an early stage. Please note that answering ‘yes’ to the question about participants who might have difficulty in giving informed consent would normally signal the need for the project to be reviewed by a designated NHS Ethics Committee.
1.
Title

The full title is needed

2.
Investigator/Applicant(s)

Chief Investigator is the person responsible for managing the research project. If you are a postgraduate student you and your supervisor are jointly responsible and must be named as Chief Investigators. If you are an undergraduate or taught Masters student, your project supervisor must be solely responsible and be named as the Chief Investigator.


Once a project is approved we will send a formal approval letter in hard copy, so it is necessary to have an address (preferably within the University unless you normally work away from the University) to which the letter can be sent. We will normally send all other communications by email.
3. 
School contact

Most Schools have an internal process for vetting applications before they are sent on to the Research Ethics office and a School contact may wish to be informed of the outcome of the ethical review.

4.
Student project

Details are needed if you are a student applicant.

5.
In the course of the research you may wish to change or add to this section. You can do this by contacting the Secretary to the Committee who will make a record of the change and, generally, it will not need to be referred to the Committee itself.

Section B
Details of project

6.
These should be the start and end dates of the data collection rather than the overall research project. Please note that ethics approval cannot be applied retrospectively. 
7.
The question is aimed at ascertaining, in a few words, the main research question. You may, if appropriate, add any secondary questions.
8.
You should outline the research problem and academic/scientific background, but remember you are addressing an audience that does not know your academic area. Your response should be succinct and in language comprehensible to the non-expert.
9.
The Committee must be certain that the research design is sound. In this section you must be clear about what the participants will be asked to do and how often. Although you need to give a rationale for what you will be doing, it is counter-productive to produce an essay on the theory behind the methodology. For that reason we ask you to restrict yourself to c. 200 words.
10.
This question is aimed at checking the academic scrutiny to which the project has been subjected. For a student project, the normal approval of the research title and plan by a supervisor and/or School committee is acceptable.
11.
The series of questions at 11 are aimed at seeking information on the type of interaction you will have with participants and how you determine the number of participants you need.
12.
You must state what you consider to be the ethical issues to consider and how they are being addressed. You do not need to rehearse the more detailed answers given in other sections of the form.
13.
We need to know if there have been any aspects of this research which have already been ethically reviewed

Section C
Details of Participants

14
The Committee needs full details of the numbers a categories of participants. If any category includes those under medical care for what is being investigated, the project will probably need to be reviewed by an NRES committee. You must clearly include the total number of participants or the upper and lower limits if the number of participants is not exact. 
15.
If you are recruiting those under 16 a special case would have to be made for not seeking parental consent. If recruitment includes those of advanced years, assurances would be needed that those unable to give informed consent would be excluded, with an indication of how the ability to give informed consent was assessed.

16
You should indicate the rules or criteria for inclusion in the study. If the subject group is self-defining, one answer can be given for 17 and 18
17. If certain groups are to be excluded (for example, because of a medical condition) please indicate the screening process.
18. Generally, the first box will be ticked, but some groups are considered ‘vulnerable’ or ‘dependent’ and need special consideration. Certain categories, set out on the form can only be reviewed by a designated NRES committee.

19. This series of questions seeks to find out how you identify approach and recruit participants. Do you need a third party to identify and approach them? Do you advertise via posters, email or the volunteering website? The Committee will require the texts of any adverts or letters to ‘gatekeepers’.

20. It is permissible to pay out of pocket expenses or recompense time and effort, but the Committee will reject any proposal that amounts to an inducement to take a risk which is against the interests of the participant.
21. This question is aimed at finding out the time commitment of the participant.

22. Most participants will receive no direct benefit. You do not have to put down tenuous benefits and it is acceptable to say ‘none.’

23. In most cases the answer will be ‘No’ but if some service or benefit is being withheld there must be a full justification.

Section D      Consent
24. It is important that the Committee see any participant information sheet (PIS) and consent form. A model PIS and consent form can be found here: http://documents.manchester.ac.uk/display.aspx?DocID=23662 
The Committee also needs to know who administers the consent and what their experience is.
25. The research subject must be given time to think through the implications of volunteering. There will be cases, such as responding to a questionnaire or a website link, where the length of time is determined by the potential participant. There are other cases where it is just not practicable to respond at a later time, but these must be justified.
26. This question might apply in two circumstances. (1) Where you are using a cross-section of the general UK population where you might reasonably expect a significant proportion of non-English speakers. In the case of funded research the Committee would expect provision for communicating with non-English speakers, but not for unfunded student research. (2) Where the researcher needs translation assistance  outside the UK. In this case the Committee would want assurances that the translator was reliable and able to keep confidences.

Section E
Risks and Safeguards
27. Question 11 asked you to justify the activities that participants would undertake. This question just needs a simple list. Please include the approximate time each activity takes. The Committee will expect to see any questionnaire, interview topic list or any other research instrument that you intend to use.

28. This requires an answer such as ’in the University’, ‘in a clinic’, ‘in participants’ homes’ as well as a geographical area.
29. Question 29 asks you to specify any activity which might in some way harm, disturb or inconvenience the participant. To mitigate such risks you may need a ‘distress policy’, that is a procedure for providing support and advice to any participant who appears to reacting adversely to the research activity.
30. Question 30 asks a similar question about the risks to the researcher(s)The risk of an inappropriate approach by a participant is mitigated by ensuring that any information sheet does not include a personal postal address, email address or telephone number. If your work takes you to areas where you are alone you must have a lone worker policy. University guidance on lone working is available at http://documents.manchester.ac.uk/display.aspx?DocID=13644, but most Schools will have their own policies, suited to their areas of research. Some Schools also have a risk assessment procedure. Where appropriate, the Committee may ask for evidence that this has been undertaken. 
31.
The Committee must be informed of any adverse event which harms a participant or researcher, or which causes a change in the design and method of the research. An adverse event may be defined as one which is ‘related’ (i.e. it can be attributed to the research procedure) and ‘unexpected’ (i.e. not listed in the protocol as an expected occurrence, or its manifestation was more severe than expected)

Section F  Medical Intervention
This section includes psychological testing.

32.
List any drugs or other substances being administered, but please be aware that most research projects involving drugs are categorised as a ‘Clinical Trial Involving a Medicinal Product’ (CTIMP) and must be reviewed by an accredited NHS REC. Information on the regulations and procedures for such projects is available at http://documents.manchester.ac.uk/display.aspx?DocID=11012
33.
This might include taking blood samples, measuring human performance, attaching monitoring devices or applying psychological tests. For any research using human tissue please consult http://www.staffnet.manchester.ac.uk/services/rbess/governance/compliance/
34.
Please specify any drug or procedure which may be withheld as part of the experiment.

35.
This question will apply if the research might have any direct or indirect effect on the participant’s health.
68.
The Committee needs to know what criteria you will use to stop an experiment before completion.
Section G   Data Protection and confidentiality
Researchers must abide by the provisions of the Data Protection Act and the University Data Protection Policy (http://www.dataprotection.manchester.ac.uk/)
37.
Nearly all research will involve one or more of the options given.
38.
Any electronic personal data must be held on a secure University server or, if held on a personal pc, laptop or other device, must be encrypted (see University policy at: http://www.itservices.manchester.ac.uk/secure-it/encryption/) The Committee will want assurances that hard copy personal data are also kept secure.

39.
The Committee will be concerned that the data, questionnaires etc you collect are kept and analysed in a secure environment. Data left lying around a student flat is not, for instance, regarded as secure.
40.
Research data belongs to the University and the custodian must be someone who holds a University appointment and has a reasonable degree of permanence. Normally this is a supervisor. It is quite normal for data, provided it has been anonymised, to be available to other researchers. If this is the case you should check that this is provided for in the consent process.
41.
In case there is a later allegation of research misconduct, the University asks that all research data be kept for five years, or, in the case of medical data, ten years, after the completion of the research project. Sometimes a researcher will assure participants that an audio recording will be destroyed after transcription, but there is an argument that the researcher may then lose the ability to check the accuracy of a statement or the nuance of an answer. 

42.
This is an unlikely event unless the project is a long one or a substantial piece of research.

43.
This will normally apply only in more complex research projects
Section H   Conflict of Interest
The integrity of a researcher should not be compromised by having interests which might affect the way a research project is conducted or create a bias in the interpretation of results. Still less should they compromise the primary duty to protect the interests of the research subjects. Conflicts of interest, however, are sometimes inevitable and in these situations it is important that they should be openly declared and assessed.

44.
This is aimed at informing the Committee of any additional incentive which the researcher might receive. A salary from a grant paid to the University or the re-imbursement of ordinary expenses does not count.

45.
Similarly the Committee needs to be aware of any incentives leading to possible conflicts of interest for the research unit, Institute or School.

Section I   Reporting Arrangements
46.
A research project involving human participants is not regarded as ethical unless it is intended that the result should appear in a publication or be otherwise disseminated. In the case of a student project a dissertation or thesis is regarded as an appropriate report.
47.
It is only courteous, wherever practicable, that research participants should have access to any report, but it is not wise to promise too much in case you have difficulty in fulfilling the promise.
48.
Thought needs to be given to how easy it might be to identify individuals, irrespective of pseudonyms or disguising of locations. Participants should be made aware of this in any information sheet. This is particularly so if the publication uses quotes from identified participants or dissemination is in the form of audiovisual media.

In such cases the Intellectual Property and Performing Rights need to be considered.

Section J   Funding 
Although funding and sponsorship often go together, they are not the same thing. Sponsorship involves the initiating and management of the research as well as the financing. In the absence of a contract naming an external body as the Sponsor, the University will act in this capacity. The responsibilities of a Sponsor are set out at www.campus.manchester.ac.uk/researchoffice/policies/governance/framework. In summary these are:

· Assuring the scientific quality of proposed research 

· Ensuring research ethics committee approval is obtained 

· Ensuring arrangements are in place for management and monitoring of research.

The responsibilities of a Sponsor are normally delegated by the University to the appropriate School officer or, in the case of students, to the supervisor.

49
A project is externally funded if it is the subject of a separate research contract administered by the research office. Details of a Research Council grant are not needed
Section K   Confirmation of Application
The Chief or Principal Investigator(s) should sign the form For  students this must include a supervisor. 
THE FORM MUST THEN BE SENT ELECTRONICALLY TO THE SCHOOL SIGNATORY as indicated on page 0 of the form.
Continuing Review
The Committee has a continuing obligation to ensure that it is informed of any event or development which materially affect the approval given by the Committee, and to ensure that there are arrangements to monitor compliance. All Chief Investigators will be asked to complete a report form on completion of the project, and every 12 months, if it continues that long. If the Committee perceives a risk that ought to be monitored, it may ask for a review after less than 12 months.

Any proposal for a significant change in the protocol originally approved by the Committee must be submitted for approval, otherwise the insurance arrangements may be invalidated. If the proposed amendment does not introduce any new ethical implications approval can usually be arranged quickly.
The report form can be found on the Research Ethics website: 
http://www.staffnet.manchester.ac.uk/services/rbess/governance/ethics/
