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Guidelines for Applicants
Objectives of the Committee
The objectives of the Committee are to maintain ethical standards of practice in research, to protect subjects of research, researchers and the University, to preserve the subjects’ rights and to provide reassurance to the public and to outside bodies that this is being done. It is also the aim of the Committee to facilitate, not hinder, valuable research, and to protect research workers from unjustified criticism.

In pursuit of these objectives, the Committee takes cognisance of a number of internationally and nationally recognised guidelines. These include:

World Medical Association, Declaration of Helsinki (revised Edinburgh 2000) [www.wma.net/e/policy/17-c_e.html]

International Committee on Harmonisation/Good Clinical Practice (ICH GCP), Guideline for the conduct of trials involving the participation of human subjects   (Also adopted by the Commission of the European Union, January 1997)

US Government, The Common Rule and DHHS Regulations [http://ohrp.osophs.dhhs.gov/humansubjects/ guidance/45cfr46.htm]

References to other guidelines may be found in the Bibliography

Research for which the approval of the Committee is required
The Committee does not believe that it is possible to produce exhaustive checklists of criteria which determine whether or not a proposed research project concerned with human subjects must or need not receive prior ethical review. It is clear that little research carried out within history, literature and politics departments would require such prior review. However, in the following cases proposed research should always be referred to the Committee for approval:


a)
Those which involve any form of physical risk or serious inconvenience to the subject or to any third party. The use of novel techniques, even where apparently non-invasive, whose safety may be open to question is included in this;

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;

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 also 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 also to the Human Tissue Act 2004).
The University Ethics Committee needs to be notified of any research which meets any of the above criteria, whenever it is wholly or partly undertaken by persons who are employees of the University, or otherwise acting under the auspices of the University (eg when it is being carried out as a student project)

In all cases of doubt, members of staff are required to submit their proposed research to the Chairman of the Committee (via the Secretary) for a judgement on whether their research requires review.

Research approved by other ethics committees

Where research has had prior ethical approval by another recognised ethics committee, it will normally be necessary only to notify the University Committee, which, unless there are particular University interests to consider, will endorse the recognised ethics committee decision without additional scrutiny. In such cases, the University’s insurance arrangements will apply insofar as the University is implicated, or the members of staff concerned are held by the courts as acting in part or in whole in their capacity of members of the University staff.  Notification will usually involve sending two copies of the application and addenda submitted to the recognised ethics committee, together with a copy of the letter from that ethics committee confirming acceptance of the project, any amendments required by that committee and an insurance form   All NHS ethics committees are recognised ethics committees; in other cases, please consult the Secretary.

There may be instances, though they will be very rare, where it will be appropriate for a researcher to take the project to the University Committee before submitting it to an NHS ethics committee. Please consult the Secretary if you think this applies to your research.

Insurance cover

The University arranges special insurance cover for any research project undertaken by a member of the University staff or student, acting in their capacity as staff or student, but the insurers only provide indemnity for those projects which have been duly approved by the University Ethics Committee. Failure to submit an application for ethical approval or failure to notify the Committee of a project approved by a recognised ethics committee might leave the individual researcher and the University open to legal action without the protection of an insurance policy. (Note from SoSS:  The School of Social Sciences advises you to complete the form “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.htm). 
Applications
In cases where research needs to be reviewed by the Committee, applicants must fill in the form drawn up by the Committee and available from the Secretary by email. The form should be completed legibly (preferably typed) and, so far as possible, in a way which would enable a lay person to understand the aims and methods of the research. Every relevant section should be completed, rather than containing a reference to the protocol. Applicants should also include a copy of any proposed advert, information sheet, consent form and, if relevant, any questionnaire being used. Twenty copies of the form and supporting documents, together with one copy of the full protocol should be sent to the Secretary:

Dr T P C Stibbs

Room 2.005,

John Owens Building

University of Manchester,

Manchester MI3 9PL

Tel: 0161 275 2046/2206;  Fax: 0161 275 5697

Email: Timothy.Stibbs@man.ac.uk
Copies should reach the Secretary two weeks before the next convened meeting of the Committee. Dates of meetings may be obtained from the Secretary.

Applicants will usually be invited to meet the Committee and in any event are welcome to attend the meeting if they wish. The Committee will discuss the application privately before and after meeting the applicant. If the investigator is collaborating with another person who would have overall medical supervision of the subjects' well-being, the Committee will usually wish to meet both of them.

Where a project is being undertaken by a postgraduate, the supervisor must sign the form and accept joint responsibility for the application. He or she will also be expected to attend the Committee with the students. In cases of undergraduate projects, the supervisor or course director must make the application.

Applicants will usually be told formally of the result of their application within seven working days of the meeting of the Committee, but the Secretary may be contacted on the day after the meeting for an informal indication of the decision.

Some detailed guidelines
This is a summary of salient points. Researchers are invited to discuss with the Secretary any questions which these notes fail to answer.  They are also asked to look through the notes prepared for potential student volunteers, and take these into account in their recruitment of volunteers.

Scientific quality and methodology

1
The Committee must, so far as possible, take into account the scientific validity of a project, since research must be able to make a case for some benefit to counterbalance any risks or inconvenience to the subjects. While full scientific evaluation may be beyond the capacity of the Committee, it will in appropriate cases invite comment from other experts. As submissions to the Committee are confidential, this would be done after consultation with the researcher.

2
The Committee will also want to ensure that the methodology, particularly the statistical basis, of the study is sound. It would be regarded as unethical to put any volunteer to trouble if a flawed methodology invalidated any results.

Recruitment of volunteers; payment; advertisements
3
The Committee will look with special care at proposals which would involve the recruitment of any of the following:



Women of child-bearing age



Children



The elderly



The mentally impaired and disturbed



Prisoners and those who have been detained or are on bail



The unemployed



Those with a disability

4
The greatest care should be exercised when trying to recruit members of the student body, or staff in the same department as that of the investigator (especially staff who are on short-term contracts or on a probationary grade), since there may be a danger that their consent may be influenced by the nature of their relationship with the investigator. It is also important that students in the School of Medicine or the Faculty of Life Sciences in particular should not be permitted to volunteer for an excessive number of trials. 
5
Payments to volunteers, apart from meeting their out-of-pocket expenses, may include some recompense for their time and inconvenience, but should not be calculated to compensate for supposed risk. The application should state what payments will be made, and should be accompanied by a copy of any advertisement for volunteers. Advertisements should not state the rate of payment which will be made. The consent form or accompanying information should normally provide that full payment will be made for any day of involvement in the trial even if the volunteer withdraws in the course of that day.

6
Draft adverts for the recruitment of volunteers should be submitted to the Committee. Any final version should be on headed paper or carry a logo indicating the source of the advert; it must also include the Ethics Committee reference number.

Screening of volunteers

7
Apparently healthy volunteers must be carefully screened, according to the nature of the procedures they are asked to undergo. The investigator must consider whether it will be sufficient to accept the volunteer's assurance about his or her health, or whether the investigator should:

(a)
obtain details of medical history, use of tobacco, alcohol or other drugs, current use of medicines, previous or concurrent participation in other trials;


(b)
inform the volunteer's GP (but with the volunteer's consent) and perhaps additionally obtain details of medical history;


(c)
arrange a medical examination and relevant tests (such as blood count and routine biochemical analysis);


(d)
take safeguards concerning communicable diseases;


(e)
involve qualified medical staff in the study, whether for screening of volunteers or throughout the study.

Precautions

8
In general the investigator must show that an assessment of the possible risks have been undertaken and precautions taken to minimise those risks.
9
The investigator should consider whether the premises are suitable for the study. The ABPI guidelines should be consulted. If there is any danger of dangerous adverse reaction or collapse, advice should be sought from experienced members of staff in appropriate clinical departments (eg Anaesthesia, Accident and Emergency Medicine) and the advice complied with. Details of advice sought and given, and the investigator's response, should accompany the application.

10
The investigator should consider what supervision of volunteers is necessary during and after participation in the study, what activities the volunteer should agree to undertake or abstain from, and whether it is necessary to establish emergency means of communication at times when the volunteer is not under observation. In some cases the investigator should take positive steps to contact and check on the volunteer the next day.

Records; confidentiality

11
Full records must be kept of the participation of individuals in any study, including the nature of every procedure they have undergone, and the dates and times. Such records must be lodged in the investigator's department so that they remain accessible should the investigator leave the University. Signed consent forms (see appendix to the application form) should be lodged with these records.

12
The investigator must consider whether the information given by or discovered about the volunteer is a matter of sensitivity to the volunteer; and if it might be, the investigator must either take steps to ensure that information gathered cannot be attributed to any individual, or must warn potential volunteers that (in stated circumstances) the information may be accessible to persons other than the investigators.

13
In the case of trials where in an emergency it may be necessary for medical staff to be aware of what precisely the volunteer has undergone, there must be arrangements for the swift cracking of any code used to disguise this.

Informed consent

14
Every application should be accompanied by a copy of the written information to be supplied to volunteers. and any consent form. The information to volunteers should include the following:


-
the name(s) of the investigators;


-
an explanation of the purpose and methods of the study, with a full account of any identifiable risks or discomfort, together with the precautions to be taken;


-
the conditions imposed on the volunteer (eg abstention from alcohol before or after the test, or an assurance that medication is not being taken);


-
a statement that the volunteer is free to withdraw at any time without giving a reason and without detriment to any future treatment or service;


-
a statement of the payment or other reward offered to the volunteer, and any arrangements for change of these should the volunteer withdraw; where relevant, there should also be a statement about insurance compensation;


-
in cases where there is some risk, or the inconvenience is significant, a statement that there has been allowance for a period of reflection between the receipt of volunteer information and the signing of the form (twenty-four hours would normally be the minimum acceptable to the Committee in such cases)


15
If there is a separate consent form, this will ask the volunteer to acknowledge the main points in the information sheet :

· that he or she has (where relevant) received a written resume setting out purpose and methods of the study and an account of any risks and/or that one of the investigators (named) has explained the experiment;                                                                    

· that the conditions required of the volunteer are understood;

· that he or she understands the right to withdraw at any time without giving a reason;

· that he or she understands the arrangements for payments


The consent form should have the signatures of the volunteer and a witness, dated, and the signature of one of the investigators.


A model consent form is attached as an appendix to the application form. If the investigator has good reasons for not seeking written consent, or issuing an information sheet, these reasons should be stated. 

Insurance/compensation

16
Studies sponsored by a pharmaceutical company should comply with ABPI guidelines on arrangements for compensation: the Committee would wish to see a contract with the company which indemnifies the researcher and the University (save in cases of gross departure from the agreed protocol), and which assures volunteers of no-fault compensation in the event of injury arising out of participation in the trial. The University's own insurance policies, whether for Professional Indemnity or for Clinical Trials, cover cases involving non-negligent action. Where relevant, members of the clinical staff should nevertheless be members of the appropriate medical protection organisation. Contracts should always be made by the University, not undertaken by members of staff or academic departments; please consult the Faculty or University Research Office. They should always include the stipulation that they are governed by the law of England and Wales.

Follow-up

17
Investigators are required, once a proposal has been approved, to:


-
inform the Secretary immediately of any adverse reaction or untoward event connected with the trial


-
inform the Secretary if it is decided not to proceed with the trial or to terminate it prematurely (giving the reason)


-
request further permission if it is proposed to vary the protocol from that approved by the Committee; making a material variation from the approved protocol could be construed as misconduct in research and invalidate insurance arrangements


-
send the Secretary a report on progress, usually after one year from the date of approval, but in every case at the end of three years after approval. This should include confirmation that there have been no adverse incidents and an indication of the benefits gained from the project.

Bibliography


There are now numerous statements, policy documents and guidelines concerning ethical aspects of research. Apart from the documents referred to under ‘Objectives’ above, the following is a selection of useful sources:


International Guidelines
WHO, Operational Guidelines for Ethics Committees that review biomedical research (2000) [www.who.int/tdr/publications/pdf/ethics.pdf]

European Union, Clinical Trials Directive (2001/20/EC). Approved 2001 but not yet implemented; applies to medicinal trials only.

UK National Guidelines
APBI, Medical experiments in non-patient volunteers (1988)


Facilities for non-patient volunteer studies (1989)


Patient information and consents for clinical trials (1997)

Department of Health, Research Governance in the NHS: guidance on good clinical practice and clinical trials in the NHS (2000)

Department of Health, Governance arrangements for NHS Research Ethics Committees (GAfREC) (2002) [www.doh.gov.uk/research/documents/gafrec.pdf]

General Medical Council, Research: The role and responsibilities of doctors, (2002)

MRC Guidelines for good clinical practice in clinical trials (1998)

Royal College of Physicians, Guidelines on the practice of ethics committees in medical research involving human subjects (3rd edition 1997)

Non-clinical Professional Association Guidelines

Association of Social Anthropologists of the Commonwealth, Ethical guidelines for good research practice [www/lucy.ukc.ac.uk]

British Sociological Association, Statement of ethical principles [www/britsoc.org.uk]

Political Studies Association, Guidelines for good professional conduct      
APPENDIX:
THE CONSENT FORM & VOLUNTEER INFORMATION SHEET

These should include the following, and be written in simple, straightforward language, avoiding technical terms. It is suggested that the best format is a ‘Question and Answer1 style:

1
The names of the investigators
2
An explanation of what the researchers are hoping to achieve by it

3
What is going to be done to you

4
An explanation of the risks, pain, discomfort which you may experience

5
A clear statement of what you yourself are expected to do in the course of the trial:

eg, when to take tablets, when to fast or abstain from alcohol

6
A statement of the kinds of volunteer who would not be suitable for the experiment

7
A statement that you are not obliged to take part, and may withdraw at any time

8
A clear statement of the payment arrangements to compensate you for your inconvenience in taking part, and how these are affected by withdrawal before completion

9
A clear statement of what arrangements exist to compensate you if you suffer injury as a result of taking part

10
If you have been asked to volunteer because you are a patient receiving treatment (see also section 7 in the main body of the notes): -

a)
how taking part will alter the treatment you would otherwise expect (eg different drugs, extra venepuncture); and whether you yourself might expect any direct benefit from taking part

b)
and if you are being asked to take part in a randomised clinical trial, an explanation that you may or may not receive the research treatment

Randomised clinical trials are generally those where a volunteer may receive either the research treatment, or, depending on the design, a standard treatment or a placebo (ie a substance which has no effect on your body); they are usually carried out to test whether the research treatment has better results.

[These notes have been approved by the University Committee on the Ethics of Research on Human Beings for the general, informal guidance of students; they are not an exhaustive guide, and in issuing them the University is not accepting any liability for the well-being of student volunteers over and above that which it has for research projects which come under its aegis. For further information, you may consult Dr Timothy Stibbs, Registrar and Secretary’s Department; tel (275) 2046/2206]
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