Notes of Guidance on completing an application form for the approval of a research project by the Committee on the Ethics of Research on Human Beings
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 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:

Research Governance: http://www.campus.manchester.ac.uk/researchoffice/policies/governance/
Guide to the Department of Health Research Governance Framework: http://www.campus.manchester.ac.uk/researchoffice/policies/governance/framework/#d.en.37683
NRES website: http://www.nres.nhs.uk/.
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. 
The following notes offer guidance on how particular questions should be answered. You should also read the Additional Notes for Social Science Applicants which you can find at the end of this document.
1.
Title

The full title is needed

2.
Chief Investigator/Applicant(s)

Chief Investigator is a term now used by NHS Ethics Committees and is the person responsible for conducting the research project. If you are a postgraduate student your supervisor is jointly responsible and must be named as a joint applicant. If you are an undergraduate, your project supervisor must be solely responsible and be named as the Chief Investigator.


If appropriate, “Postgraduate” will be the answer to ‘Post’.

3.
Details of project
3.3 The question is aimed at ascertaining the purpose and objectives of the research. This and 3.4 may need lengthier answers if you have a more complex project.
3.4 You should outline the research problem and scientific background.
3.5 Ethical principles require that a project should be scientifically sound and 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 is acceptable.

3.6 The Committee must be certain that the research design and, if relevant, the statistical basis of a project are sound. Under 3.6 you should outline the methodology and its rationale and give a clear statement about what research participants will be expected to do and what will happen to them. You then move on to questions 3.6.1-5 which are about the numbers of participants. If you are not doing quantitative research, answer ‘no’ to 3.6.1. and answer the other questions appropriately.
3.7 The Committee will want to be assured that the research contact will take place in an appropriate and safe setting.

3.8 Other staff (or students) involved will be anyone other than those named under Chief Investigator. 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.
3.9 In this section you should outline the ethical issues but you do not need to rehearse the more detailed answers given in sections 5 and 6.

4.
Details of subjects
4.1 The answer should be the same as for 3.6.3

4.3 This, for example, might be ‘students’, ‘staff’ or ‘general public’. If you are recruiting through NHS channels, it is probable that your application should be made through NRES.

4.4 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 4.4 and 4.5
4.5 If certain groups are to be excluded (for example, because of a medical condition) please indicate the screening process.

4.6 Some groups are considered ‘vulnerable’ or ‘dependent’ and need special consideration.

4.7 This question becomes relevant in cases where participation in several studies simultaneously or within a short timescale may be detrimental to the subject. The Committee would not expect the researcher to pursue this issue where the risk is clearly minimal or the information not reasonably obtainable.
4.8 The recruitment of volunteers is an important issue for the Ethics Committee and it is essential to show that your recruitment policy is one which eliminates or minimises any element of overt or covert pressure on the individual to consent. The Committee must approve the text of any form of advert or invitation to participate.
4.9 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 volunteer.

5.
Details of risks

5.1 This is self-explanatory, but please remember that if your study involves the use of any medicinal product for research purposes within the EU the project must be ethically reviewed by an authorised ethics committee. In practice, this means an  NHS REC designated for this purpose by the Department of Health. You should consult the NRES website if your research involves a medicinal product.
5.2 Procedures to be undertaken include all other forms of intervention, including invasive procedures, any samples or measurements to be taken. Include any questionnaires, psychological tests etc., and indicate the experience which those administering the procedure have.
5.3 Here you should list any other activities which participants will be asked to undertake. Please include the approximate time each activity takes.
5.4 This and 5.5 are self-explanatory but need careful thought.

6.
Safeguards
6.1 A brief summary will be required to show how any risk to the research subject is identified and minimised or mitigated.

6.2 It is important that the Committee see any participant information sheet (PIS) and consent form. A model PIS and consent form can be found in the Appendix to these notes. The Committee also needs to know who administers the consent and what their experience is.
6.4
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 recruit.

6.6 Although this may be an unusual occurrence in a non-medical situation, it is an ethical principle that participants should be made aware of relevant information that was not available when they started.


6.9 The University has an insurance policy that covers negligent and non-negligent harm, provided that:

(a) The harm is not wilful
(b) The project has been approved by the University Committee or one of its sub-committees

(c) The Ethics Insurance form has been submitted and counter-signed by the University Insurance Office, signifying that the insurance risk has been accepted. (The School of Social Sciences advises you to complete this form which is called “Ethical Approval & Insurance Cover for Research Projects Involving Research on Human Subjects” and submit it alongside your ethical application form otherwise you will be required to complete this after the UEC has considered your application. This form can be found at ttp://www.socialsciences.manchester.ac.uk/intranet/pg/ethics/index.html).
You should be aware that the University does have the right to refuse to insure a project, or limit its insurance, or ask for special arrangements (which may have resource implications for your project) if:

· there are deemed to be risk factors which lie outside normal ethical review.

· the research is conducted abroad (in which case the Insurance Office usually arrange appropriate terms)

· the research involves participants who might claim the jurisdiction of a US or Canadian court of law (This is dealt with on a case by case basis).

7. Data Protection and confidentiality
Researchers must abide by the provisions of the Data Protection Act and the University Data Protection Policy (www.campus.manchester.ac.uk/medialibrary/policies/data-protection-policy-071205).

7.1 Nearly all research will involve one or more of the options given.
7.2 The description need only be in brief, but the Committee needs to know how anonymity and confidentiality are protected.

7.3 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.
8.
Reporting arrangements

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.

8.1 The Committee must have confirmation that the Chief Investigator will report any adverse events. An adverse event may be defined as one which is ‘related’ (ie it can be attributed to the research procedure) and ‘unexpected’ (ie not listed in the protocol as an expected occurrence, or its manifestation was more severe than expected)

8.2 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.
8.3 It is only courteous, wherever practicable, that research participants should have access to any report.

9.
Funding and Sponsorship

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

9.1 A project is externally funded if it is the subject of a separate research contract administered by the research office

9.2 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.

10.
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.
11.
Signature of applicants

The Chief Investigator(s) should sign the form. If the form is submitted electronically, without an electronic signature, a hard copy should be forwarded to the Research Ethics Office.

12. Signature by or on behalf of the Head of School
The Committee expects each School to have a pre-screening process for all applications for an ethical opinion on research projects. The purpose of this pre-screening is to ensure that projects are scientifically sound, have been assessed to see if they need ethics approval and, if so, go to the relevant ethics committee. It is not to undertake ethical review itself, which must be undertaken by a formal research ethics committee.

The form must therefore be counter-signed by or on behalf of the Head of School to signify that this pre-screening process has been undertaken.
APPENDIX A

A model Participant Information Sheet

Participant Information Sheets (PIS) will vary greatly, depending on the nature of the research, but the ‘Frequently Asked Questions’ format is the favoured one. The main points are that the PIS should be informative and honest, and written in a language which is intelligible to the people it is aimed at. A PIS full of jargon or an assumption that what is obvious to the researcher is obvious to everyone else is a common fault.

Appendix A sets a framework for writing a PIS.

APPENDIX B

The Consent Form

The object of the consent form is to signify that the participant is consenting to everything described in the text of the information sheet.  In some cases this might be a simple statement of consent followed by the participant’s signature. More often  a fuller itemised or hierarchical consent form may be needed to cover important issues, especially if additional elements are optional for the participant. These may include: 

• consent to use of audio/video-taping, with possible use of verbatim quotation or use of photographs; 
• authority to contact GP
• use of data for purposes other than this research project; 

• agreement to receive individual feedback from testing. 

The signatories to the consent should be those who are involved in the consent process, e.g. the participant, the researcher or a representative of the researcher delegated to take consent. An independent witness is not routinely required except in the case of consent by a participant who may be blind, illiterate etc. 
APPENDIX A
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Title of Research

Participant Information Sheet
You are being invited to take part in a research study [as part of a student project – participants should be told about the overall aim of the research and whether it will be for a degree]. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and discuss it with others if you wish. Please ask if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part. Thank you for reading this. 

Who will conduct the research? 

Insert the name of the researcher(s) and the School address. 

Title of the Research 

If the title is not self-explanatory to a lay person a simplified title should be included. 

What is the aim of the research? 

Provide an explanation of what you, the researcher, is hoping to achieve by the research 

Why have I been chosen? 

Provide a statement explaining how the participant was chosen and how many other participants will be involved. 

What would I be asked to do if I took part? 

Provide an explanation of what is going to be done by you, the researcher and a clear explanation of what the participant is expected to do during the research. Also include an explanation of the risks, pain or discomfort, if any, that the participant may experience. 

What happens to the data collected? 

Provide a clear explanation as to how the data will be used. 

How is confidentiality maintained? 

Provide a statement on how you will maintain confidentiality, where data will be stored and kept secure. If interviews etc are to be audio or video-taped say how and when the tapes are to be destroyed.
What happens if I do not want to take part or if I change my mind? 

It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time without giving a reason and without detriment to yourself 

Will I be paid for participating in the research? 

Provide a clear statement of payment arrangements for compensation for the participants time and inconvenience and any out-of-pocket expenses, if applicable. 

What is the duration of the research? 

Provide details on the duration of the study (e.g. 3x ½ hour interviews; 1 questionnaire etc) 

Where will the research be conducted? 

Provide details of the location. 

Will the outcomes of the research be published? 

Provide details of anticipated outcomes in respect of publication of findings. 

Criminal Records Check (if applicable) 

Provide a statement declaring that the researcher who may have access to children or vulnerable adults has undergone a satisfactory criminal records check. 

Contact for further information 

Insert details here 

What if something goes wrong?

You should provide contact details for any agency which might provide assistance if the participant subsequently wants help or advice. This might be yourself, or in the case of vulnerable subjects, a specialist agency.

If a participant wants to make a formal complaint about the conduct of the research they should contact the Head of the Research Office, Christie Building, University of Manchester, Oxford Road, Manchester, M13 9PL.

APPENDIX B
Project Title

CONSENT FORM
If you are happy to participate please complete and sign the consent form below

	
	Please Initial Box

	1. I confirm that I have read the attached information sheet on the above project and have had the opportunity to consider the information and ask questions and had these answered satisfactorily.


	

	

	2. I understand that my participation in the study is voluntary and that I am free to withdraw at any time without giving a reason and without detriment to any treatment/service


	

	

	3. I understand that the interviews will be audio-recorded
	

	

	4. I agree to the use of anonymous quotes



	

	5.   I agree to my GP being informed of my participation in the study
	

	

	6.  I agree that any data collected may be passed to other researchers
	

	
	

	


I agree to take part in the above project

	
	
	
	
	

	Name of participant
	
	Date
	
	Signature

	Name of person taking consent 
	
	Date
	
	Signature


Additional Notes for Social Science Applicants

Please find below feedback from the UEC for Social Science applications.

· Some students feel the need to go into long explanations about the theory of their research. This may be interesting, but is often full of jargon related to the academic discipline, and the Committee don’t really want to have to read through it all. 
· Students are also inclined to say that they will follow the ethical code of the professional body that covers their discipline. The Committee is happy to see this (members are familiar with most of the codes), but they are only guidelines and the committee really wants to know how they will apply the guidelines to their particular case. 
· It perhaps does not happen now, but at its extreme, we get a long application which tells us the theory of why the research is being done in a certain way, but are left ignorant of what will actually happen in the interaction with participants. 
· The Committee, then, wants to know the practical details:  Who and how are participants recruited? How do they give informed consent? How, if relevant, is the safety of the participant and the researcher protected? How is the data kept confidential? 









