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	Completion of this form

	The form of Application for the Approval of a research Programme Involving the Use of Human Participants should be completed in the following circumstances:-


i)
in the case of research programmes to be conducted at UEL which involve members of staff employed by UEL or by other institutions, in the case of research programmes being conducted by UEL staff at locations outside the University (including programmes in which staff from other institutions are involved), and programmes being conducted by staff from institutions other than UEL in which staff from UEL are involved;


ii)
in the case of research programmes to be conducted by students as part of an MPhil, PhD, Professional Doctorate, Master’s by Independent Study course, and;


iii)
in the case of research programmes to be conducted by master’s course students where the research element of the programme comprises a major component of the course content.

Special procedures operate in the case of research programmes being conducted by students as part of an undergraduate course and in the case of master’s students where the research element of the course comprises a minor component of the course content. In such cases the form should not be completed unless the Research Ethics Committee requests one to be submitted following its preliminary consideration of the project.

Further information can be obtained from Debbie Dada (0208 223 2976); d.dada@uel.ac.uk.


1
The Committee

1.1
Status


The Committee has been established by the Board of Governors of the University.


1.2
Purpose


The Committee's purpose is to approve all research l work which involves the use of human participants for which staff of the University are responsible as part of their University engagement.  The approval of the Research Ethics Committee must be sought for projects being undertaken at other institutions in which members of the University's staff are involved as well as for programmes being run within the University.



It is not the Committee's responsibility to consider whether the research work is in itself desirable or undesirable on any grounds, unless it intrinsically involves treatment of participants which is ethically objectionable.  The Committee is concerned only to see that proper ethical standards are maintained in carrying out the work.  Nevertheless, if the Committee feels that the proposed research has no clear purpose or appears to be non-productive it may communicate its opinion to the applicant.  If it is clear from the proposal that the research has no value at all the Committee may in exceptional circumstances withhold approval if participation in the programme would involve participants devoting a disproportionate amount of time and effort, or being subjected to an unreasonable amount of discomfort, for no justifiable objective.



In some cases participants from groups who are undergoing some form of medical or other treatment may be asked to participate in research programmes because the research requires that participants be drawn from such groups.  In such cases the Committee will seek to ensure that participants are advised clearly whether their participation in the programme will have any direct benefit to them, or whether their participation will produce results which will be of long-term benefit to future sufferers.  Where necessary it must be made clear to the participants that participation in the research programme does not form part of their treatment and is not intended to ameliorate or improve their condition.



The purpose of the approval system is to safeguard both the participants and the researchers as far as possible.  However, approval of a programme cannot guarantee against any untoward event.

2
Responsibilities of University Staff

2.1
Each research programme must be the responsibility of a member of staff whether or not it is being carried out by that person (with the exception stated in paragraph 3 below).  In the case of members of staff who are also registered as students with the University the supervisor must take responsibility for the research programme.


2.2
It is the responsibility of the director of the research programme to:-



2.2.1

obtain approval for the research;



2.2.2

ensure that the research is carried out in accordance with recognised ethical standards, and;



2.2.3

inform the Committee of any significant changes in the research after approval (see paragraph 2.4 below).

2.3 The Committee will from time-to-time require the submission of a report from the principal investigator to satisfy itself that the programme is proceeding in accordance with the original specification and to ascertain whether any problems have been encountered.

2.4 The Research Ethics Committee should be informed of any significant changes in the research programme that take place after approval has been given.  Examples of such changes are:-

· changes to the number(s) of participants involved in the programme, or any changes in the groups from which volunteers are being drawn (for example, changes in health or age range;
· any significant changes in the scope of the project, or in the methodology being employed (for example, are volunteers being asked to answer questions, or to perform tasks or physical exercises that were not set out in the original application);
· any significant changes or modifications to equipment
· any change in the location in which the research programme is being conducted, and;
· any significant changes in the composition of the investigative team, including any change in the person responsible for the direction of the project.


The examples listed above are for purposes of illustration only: the person responsible for the programme must exercise proper judgement in determining what should be brought to the attention of the Committee.


2.5
In some cases the implications that arise from a significant change in an approved programme, especially those involving changes in the selection of volunteers, may require the submission of a new form of application for the approval of an research programme.


2.6
The Committee is concerned with work for which staff are responsible as part of their association with the University, whether it is carried out on or off University premises.  It is not concerned with work which staff may be carrying out elsewhere in their own time, which does not form part of their contract of employment with the University and does not involve the use of University resources.

3
Work by Persons from Outside the University

3.1
Persons from outside the University who may wish to use University staff or students as participants must obtain approval in principle from a responsible individual (normally a head of school).  It is the responsibility of the individual giving such approval to inform the outside investigator of the necessity of obtaining the Committee's approval.

4
Responsibilities of Students

4.1
While the primary responsibility for the conduct of research rests with staff, students have a responsibility to act in accordance with ethical principles appropriate to the discipline in which they are training.

5
Definition of Research Work

5.1
It is not possible to define "research work" with precision: only the originator of the programme can, in the first instance, envisage whether questions of ethical treatment of participants could arise.  Generally speaking, this is a possibility in any case where information is collected about individuals (including observations of behaviour) or where participants are put into situations controlled by the researcher.  They are less likely to arise in, for example, non-participant observational studies of uncontrolled behaviour.


5.2
It is sometimes difficult to identify a particular programme of research as being "invasive" or "non-invasive".  The subjectivity of the definition can often be further increased by the fact that in many cases it will be the perception of individual participants themselves which determines whether a piece of research work is invasive or not.  A particular research may very well be considered to be of no consequence by a particular group of young, strong and healthy participants whereas a group of elderly or infirm volunteers might find experiencing exactly the same research to be quite traumatic.


5.3
In determining whether the programme of research ought to be thought of as being invasive applicants are advised to consider what effect the research programme is likely to have upon the psychological well-being of the group or groups of participants, which they wish to recruit.  If the activity is likely in any way to cause some level of stress or anxiety to some or all of the participant groups, the programme should be considered to be invasive research.


5.4
In case of doubt, applicants are invited to discuss the matter with a member of the Committee.  For further guidance please contact the Secretary to the Committee, Ms Debbie Dada, Graduate School, Docklands Campus (room EB 1.43, telephone 020 8223 2976, e-mail d.dada@uel.ac.uk).

6
Definition of Ethical Standards

6.1
In general, reference will be made by the Committee, and should be made by applicants, to ethical standards as formulated by relevant professional bodies.

6.2 Researchers, especially those conducting clinically-related research programmes, are recommended to consult the Medical Research Council’s MRC Ethics Series of booklets, copies of which are available for reference purposes in the University libraries:-




i]
The Ethical Conduct of Research on Children.




ii]
The Ethical Conduct of Research on the Mentally Incapacitated.



iii]
Responsibility in the Use of Personal Medical Information for Research: Principles and Guide to Practice.




iv]
The Ethical Conduct of Aids Vaccine Trials.



v]
Principles in the Assessment and Conduct of Medical Research and Publicising Results.



vi]
Responsibility in Investigations on Human Participants and Material and on Personal Information.




vii]
Responsibility in the Use of Animals in Medical Research.



It should be noted that some of these publications also deal with general principles that might be of relevance to non-clinically-related programmes of research activity involving the use of human participants.

7
Mode of Seeking Research Ethics Committee Approval

7.1
The application form should be completed in typescript and submitted to the Secretary of the Committee; Ms Debbie Dada, Graduate School, EB 1.43 Docklands Campus.

7.2
In some cases, especially in the case of research programmes that involve the participation of medical or other institutions working in collaboration with the University, you may be required to seek ethical clearance from the collaborating institution as well as from this University.  In some cases this may require the submission of a proposal to a medical ethics committee.


7.3
The seeking from, and granting of approval by, a properly constituted ethics committee at the collaborating institution does not waive the requirement for the member of staff in charge of the research programme to obtain approval from the University’s Research Ethics Committee.  This requirement still applies even if the research programme is wholly based in the collaborating institution and is being carried out with the participation of qualified staff from that institution.


7.4
Where a written application for approval has been submitted to a properly constituted ethics committee at a participating institution, a copy of that proposal may be appended to the University’s application form.  Where relevant, when answering questions on the University’s form the applicant may refer to information given in the copy proposal, but must take care to ensure that information requested on the University’s form which is not given in the copy proposal is provided.


7.5
Approval should be obtained before the research starts.  This process may take at least one month.

8
Completion of the Form

8.1
Question number:-



2
the person responsible for the research must be a member of staff or an outside investigator (see paragraphs 2 and 3 above).



3
one School or unit must be responsible for the pro​gramme irrespective of how many may be involved in the work.



6
students and staff should be reassured that there is no obligation connected with their status as such, for example, that whether or not they take part will not affect their coursework, examinations, assessments, etc.




It should be made clear to participants who are patients and/or receiving and form of treatment or medication whether or not the research programme forms part of their treatment or whether the results obtained will only be to the benefit of future sufferers.  Care must be taken to ensure that participants are not asked to submit themselves to research programmes involving discomfort in the mistaken belief that participation in the research will result in some relief or improvement of their condition.



9
please specify the research aims of the programmes, not the status of the programme (for example terms such as `MPhil project' or `PhD project,' etc. are insufficient).



10
please remember that in many cases not all Research Ethics Committee members will be familiar with the standard research procedures peculiar to your discipline.  The provision of insufficient infor​mation, especially in this section of the form, may lead to delay.  You should ensure that your proposal is written in language that is easily accessible to the lay reader in order that your intentions are fully understood.  If a particular methodology is to be used please explain what it involves and how it works: not all Committee members may be familiar with it.




In the case of routine research to be carried out at undergraduate level, it is sufficient for you to attach a list of what is proposed.  Fur​ther information is required if there is any possibility of the research work resulting in adverse effects upon the participants.  Projects should be described in detail.




Your programme might include more than one research.  Individual research need not all be described in detail if they differ only in minor details, but this should be made clear on the form.



15(a)
if minors are to be involved in the programme the following requirements relating to obtaining consent should be noted and the appropriate course of action taken:-





a)
for children up to age 16 who are thought able to understand the proposals: consent with parent, but a simply worded `form of words' is required for the child.





b)
for persons aged 16 to 18: consent with parent.





c)
children who cannot fully understand: consent by parent.




In the case of c) above, children who cannot fully understand should only be used as participants in programmes which in involve research procedures which are of minimal risk or none, or procedures which are of minimal risk, but are also of benefit to the child.




If schoolchildren are to be asked to participate, the principal investigator should inform the head of the school of what is proposed and obtain their permission for pupils to take part (such permission does not, however, dispense with the requirement to obtain any of the individual consents previously described).




Although in the case of multiple participation involving groups of schoolchildren, teachers may assent to participation on behalf of their pupils, parents and guardians should be informed of their child’s involvement in the programme and be asked to give their consent in writing.  If a parent or guardian wishes to withdraw their child from participation in the research they must be permitted their right so to do.




Investigators are advised to read the Medical Research Council’s MRC Ethics Series publication The Ethical Conduct of Research on Children, copies of which are available for consultation in the University libraries.



15(b)
please append to the application form a copy of the `form of words' which will be given to the participants at consent (this should elicit consent, not assume it in advance).  You should also ensure that the `form of words' includes the following:-





a)
a heading giving the name and address of the University and the name and address of the Secretary of the Research Ethics Committee.





b)
a contact telephone number so that, if need be, the participants can contact the investigator(s) out-of-hours with queries, etc., should the need arise.





c)
the `disclaimer clauses' which should end every `form of words', namely `You are not obliged to take part, and are free to withdraw at any time during the tests.'



16
if the participants are to be offered payment please give full details including the amount and the reason for the payment.




Payment to participants should not be offered in such a way, or amount to such a sum, that it could be considered an inducement to participate in the research.  Remuneration should only be made to cover reasonable expenses, including a contribution to cover lost time, but should not be fixed at such a level that it could clearly be seen that the expense and inconvenience caused to the volunteers is nowhere near the value of the reward given.




Care should be taken to ensure that money does not lead to multiple participation by any participants (this is the simultaneous participation of one person in more than one research at the same time).  This is not a matter of undue concern in cases where each project simply involves the completion of a questionnaire (although it could disadvantage the researcher by introducing into the programme participants who had been "pre-conditioned" through being influenced by questions asked in another survey), but may be a matter of serious concern in research programmes of an invasive nature or which involve clinical trials.




If a participant who has received payment subsequently withdraws from a research programme, the remuneration received must not be used as a lever to press the participants to give an explanation for withdrawing.  If participants are being paid travelling expenses and a time allowance it would be reasonable for a person withdrawing from a project to be paid a pro-rata amount calculated on the length of time lost and the actual expenses incurred.




Providing it is clearly set out in the notes for guidance issued to potential participants, payment can be made once the research has been completed.  Such a practice should not, however, be used as a means of coercing participants who wish to withdraw from an research to continue, nor should it be used as a means of withholding payment of expenses incurred from participants who withdraw before the end of the research.



17
if the participants are likely to experience any pain or discomfort as a result of the research please give precise details of the extent and nature of the after-effects of the research and describe what treatment, if any, will have to be administered afterwards to alleviate such effects.



18
if any risk or hazard is involved in the programme, please give clear and precise details of how near the most accessible permanent help-point, source of relief or advice is to the research site.  If the programme requires the establishment of temporary facilities for the exclusive use of the programme, please give full details of the facilities, staffing, etc.



19
researchers have an obligation to ensure that the data which they collect remains confidential and steps must be taken to ensure that anyone who is not a member of the inquiry team is not in a position to gain access to it.  The sensitivity of data provided by participants must be considered and steps taken to ensure that no information provided by participants will be permitted to enter the public domain which would enable others to identify particular individuals.




Data which is to be collected and stored on a computer system is subject to the Data Protection Act which requires safeguards to be implemented to ensure that such data is not used for purposes other than that for which it was provided, or is passed to a third party without the express permission of the person who supplied it.  If personal data are to be recorded and held on a computer store, please confirm whether the provisions of the Data Protection Act will be complied with.




Please give full and precise details as to how and where the data will be stored, what means will be used to ensure that it is secure and that its confidentiality will be protected, and what will happen to the data once the research has been completed and the results published.



20
the University's indemnity insurance policy should normally cover for any untoward event providing that the research programme has been approved by the Committee prior to its commencement, that the research has been conducted exactly in accordance with the details given in the proposal, and providing that any change in the programme has been advised to the Committee and been approved by it.




The University does not offer "no-fault" cover (that is insurance cover which would enable the University to compensate someone without liability having to be established first), so in the event of any untoward event leading to a claim against the institution, the claimant would be obliged to bring an action against the University and seek compensation through the courts.




Where a research is being conducted on premises outside the University applicants must seek written confirmation of the extent to which the host institution is able to give indemnity against any untoward event.  It is most unlikely that researchers who are members of the University’s staff, or who are students registered at this institution, but who may be carrying out their research work elsewhere  will be indemnified by the host institution.  This will normally apply even in cases where staff or students have been named as collaborators or participants in grant applications submitted by the host institution.




In order to obtain indemnity the University’s insurers will require the research programme to be approved by this institution’s Research Ethics Committee.  The reason for this is because in the event of any untoward happening all researchers involved in the research may be cited in any resulting action.  In such a case the responsibility for providing indemnity would fall upon the employer of each person named in the action, not upon the institution in which the research was taking place.




In cases of doubt the matter should be referred to the Secretary of the Research Ethics Committee who will refer the matter to the University's insurers.

ethicsco.not
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