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ETHICAL ISSUES ARISING FROM NON-CLINICAL RESEARCH W ITH HUMAN
SUBJECTS, HUMAN MATERIAL OR DATA

INTRODUCTION TO GLASGOW UNIVERSITY PROCEDURES

1 SUMMARY

The University of Glasgow Ethics Committee was edbéished by Senate in 2002 and charged
with sustaining a University-wide awareness of etbal issues arising from non-clinical
research involving human subjects, human material @d data. The Committee is responsible
for producing guidelines for the conduct of such reearch and for ensuring that all University
Colleges and Centres linked to them either have irplace proper procedures for the
consideration and conduct of such research or prode a written explanation as to why such
procedures are considered to be unnecessary for time The University Ethics Committee will
also consider and give guidance on research refeddo it from Colleges and hear appeals on
decisions made by Colleges. In exceptional case® tniversity Ethics Committee may itself
make decisions on research.

NOTE: Where Schools Ethics Committees have been abtished in Colleges, these guidelines
will apply to those School Ethics Committees whereelevant.

2 RESPONSIBILITIES OF THE UNIVERSITY ETHICSGMMITTEE

2.1 The responsibilities of the University EiCommittee in respect of Colleges and College
procedures for ethical review of research are bave:

(@) to develop policy and guidelines for andwitolleges;

(b) to approve College procedures or statements;

(c) to assist with the provision of appropriateirtieg for College officers with specific
responsibility for ethical review;

(d) to consider and offer guidance on cases cEmainty and to hear appeals against College
decisions. In exceptional cases the University dsttCommittee may itself make decisions on
research;

(e) to consider annual reports from Collegesl@management of ethical issues in research,
offering advice and making recommendations as gpj@te on the operation of College-level
procedures;

)] to make an annual report to Senate on theration of procedures for ethical review of
research with the University;

(g) toreport to Senate on any outstandingatifies in respect of ethical review of research;

(h)  to seek clarification from external expeoddies, as necessary, on matters of ethical review
policy and practice.
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3. PROCEDURES FOR COLLEGES
3.1 Under the guidance of the University Etlf@@snmittee, each College is required:

(a) toether establish procedures for handling the ethicaldssn researchgr provide a written
explanation as to why such procedures are consideree unnecessary for that College (details in
both cases must be submitted to the UniversitycEt@iommittee for approval);

(b) to appoint a named member of staff to act asdésignated officer with responsibility for
ethical review of research on behalf of the Coljege

(c) through the designated officer, to conduct anual review of procedures within the College,
report to the University Ethics Committee on thedings and keep ethical issues in research under
continuous review;

(d) to consult as appropriate with external expert égdi

(e) to refer cases to the University Ethics Committesgt require advice or an opinion from that
Committee. It is expected that referral to the @mhity Ethics Committee for an appeal will be in
exceptional circumstances only. The University EhCommittee will not normally interfere with

a College Ethics Committee decision to require siewvis to the project, such to amend an
information sheet or consent form. The Universitii€s Committee is concerned with the general
principles of natural justice, reasonableness amddss of the decision made by the College Ethics
Committee.

3.2 College procedures will be reviewed fromeito time by the University Ethics Committee.

4. BASIS OF APPROVAL BY UNIVERSITY ETHICS COMMITTEE&

4.1 A decision by any of the University’s Ethicsr@mittees to approve a research project does not
imply an expert assessment of all possible ethssales or of all possible dangers or risks involved
nor does it detract in any way from the ultimatspensibility which researchers must themselves
have for all research which they carry out andit®reffects on human subjects. The University’s
Ethics Committees address themselves to ethicalersabnd are dependent upon information
supplied by the researcher. This information iseexgd to be properly researched, full, truthful and
accurate. Failure to follow the University’'s guidanon ethical review of research may result in
disciplinary action.

4.2 A decision by any of the University’s Ethicsittees, including a College or School Ethics
Committee, to approve a research project doesomdtitute a precedent and each application will
be judged on its own merits and in the light ofserg circumstances. For that reason, a decision
may be made to approve research of a kind not quely approved. Equally a decision may be
made not to approve research of a kind that wagiqusly approved. In neither case does this
imply that the Ethics Committee’s decision nor demi-making process is flawed since proper
ethical review cannot be reduced to a mechanictdrarulaic approach.

4.3 A decision to change the University’s policiegprocedures for ethical review of research does
not imply that previous policies or procedures wirgppropriate and any such changes do not
invalidate ethical approval that has been givenweier, researchers are expected to make
themselves aware of changes in policies or proesdamd to adopt them as necessary.
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ETHICAL ISSUES ARISING FROM RESEARCH IN RESPECT OF NON-CLINICAL
RESEARCH INVOLVING HUMAN SUBJECTS, HUMAN MATERIAL A ND DATA

PROCEDURES FOR UNIVERSITY COLLEGES
1 Introduction

1.1 The University Ethics Committee (UEC) isadded with creating a University-wide
awareness of ethical issues arising from resediteh.UEC produces guidelines for the conduct of
non-clinical research involving human subjects, honmaterial and data and ensures that all
University Colleges either have in place propercpaures for the consideration and conduct of
such research or provide written explanation asviy such procedures are considered to be
unnecessary for that College. In exceptional msta the UEC will also consider and give
guidance upon specific cases, or other mattergreefeto it by College Ethics Committees,
including appeals from decisions of College Etl@osnmittees.

1.2  This paper:

(a) sets out the nature of some of the ethicalessuhich might face University Colleges in
research and raises questions for Colleges to dengn identifying their own positions. The
University Ethics Committee does not believe itpigssible to produce an exhaustive list of
circumstances or instances that involve ethicaless The following paragraphs deal with the
major issues;

(b) sets out procedures to be followed by UnivgrSiblleges and the University Ethics Committee

1.3  Within this paper the term "College" is dses shorthand for University units and should be
taken to include academic College, Research ItssifSchools and inter-College centres of the
University. Research Institutes, Schools, centnesaher units are expected to ensure applications
for ethical review of research are dealt with tiglothe procedures of the College to which they are
cognate or linked Section 4.7 below provides for Schools to havieir own ethics committees

In certain circumstances.

2 Ethical Issues

2.1  Ethical issues arise when the conduct efarch involves the interests and rights of others.
Perhaps the most obvious cases concern people atlag dsubjects” (or ‘participants’) in medical
research involving innovative treatments. Howdwemnanitarian are the long-term prospects of the
research, there may be immediate or impending thteahe participants' safety, comfort, privacy
or convenience. The interests of others may eqballgffected by research outside of a medical or
clinical context. This research too requires fulhsideration of its ethical implications for those
being asked to take part.

2.2 The adoption of an ethical position in exgpof research requires that the researcher
observes and protects the rights of would-be ppatits and systematically acts to permit the
participants to exercise those rights. Ethical ficacin such cases requires that participants, as a
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minimum, be properly informed, free to volunteetheut inappropriate inducement, free to opt out
at any time without redress, and be fully protedtexkgard to safety to the limits of best practice

2.3 Ethical practice in the management of thisk requires that a body independent of the
research team examine the research design angisteensfor protecting participants' interests with
a view to adjudicating on their ethical accept#piind their accountability.

2.4 As explained in 2.1, ethical issues arisea imuch broader range of situations than the
medical one. Any research that involves otherspadicipants creates the possibility of an
interference with the participants' interests @hts. Social research involving interviewing or
observation especially where records (particulanyaudio or video tape) are kept, may impinge on
the confidentiality, privacy, convenience, comfortsafety of others. Such possibilities contgitu
ethical problems.

2.5 Ethical issues may also be raised by reba@hich makes reference to named persons either
living or with living relatives. Research whichates to the dead may accordingly raise issues of
privacy and confidentiality.

2.6  The above illustrations indicate that aagdeal of research conducted by students and staff
in a very wide range of disciplines will inevitahigtise ethical issues. It therefore must involve a

systematic regard for the rights and interestshoSé others as they may be affected by the

research.

2.7  Ethical issues may be felt to be especially impurtahere research involves people who
may be need of additional protection. For examg@search with children and those with learning
disabilities may require additional safeguardseddken to protect participants’ well-being.

2.8 Legal issues may also arise in conducting reseaitthhuman subjects or using data about
them. For example, data protection legislation gosyeesearch with data concerning identifiable,
living persons and legislation governs researcl adults who are unable to give a legally valid
consent to take part. The University's Ethics Cottees are concerned with ethical rather than
legal review of research. However, they will expesdearchers to be aware of the legal issues that
arise from their research and to demonstrate they have taken proper steps to ensure they
comply with legal requirements. This may includelseg legal advice, for example from the
University’s solicitors, in cases of doubt or diffity. The responsibility for ensuring that legal
requirements are met is that of the researcher endhe case of students, the first named
supervisor.

2.9 The University and its Colleges have the rasjimlity for ensuring that:

(@) ethical principles are explicitly communed
(b) ethical practices are followed.
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3. Colleges

3.1 Colleges vary widely in the scope and sigace of the ethical issues affecting their work.
The MVLS College regularly engages in research tbgtires the approval of an NHS ethics
committee. Some Schools have significant numberseséarch students whose studies involve
human subjects. Some Schools house research tgraolving the recruitment of people as

subjects of research. Other Schools within Colagay not engage in any of these activities.

3.2 Each College must consider the preciseraatiupotential ethical issues in the conduct f it
research. The following questions are offereduiolg such consideration:

(a) Does the College carry out research with pedplman material or human data as its subjects?
(b) If so, does it have a forum for discussing emdewing ethical issues related to this work?

(c) What ethical or legal rights do the people efd by the research project have? How are their
rights observed and protected?

(d) Are any potentially vulnerable people involvedg. children, adults with learning disabilities,
undergraduates in academically dependent relatijosmshith researchers)? If so, are additional
safeguards required?

(e) Is there recognition of legal issues arisingl ame there mechanisms for ensuring legal
requirements are met?

() Are there discipline-specific guidelines or esdof practice dealing with ethical standards
produced by professional bodies which the Collsgexpected or required to observe?

(g) Does research within the College involve spostsp or external contracts? If so, what
additional ethical issues are raised and how aeg ttealt with, for example, in respect of the
publication of findings?

(h) Do any College research activities raise issiiem ethical nature even if they do not raise the
questions listed above? How are such issues hghdled

(i) Generally, how are ethical principles in thendact of research taught? What evidence is there
that they are learned?

4. Procedures

4.1 All Colleges must either have in place praged for the consideration of ethical issues and
for ensuring that any policy or guidelines develbplerough the University Ethics Committee are
followed, or provide a written explanation as toywbkuch procedures are considered to be
unnecessary for that College. It is the respolisilaf the UEC to approve all College procedures
or written explanations.

4.2  The scale of a College’s procedures wildbtermined by the extent to which ethical issues
are raised and their frequency. Where a Colleg®tk rarely (if at all) raises ethical issues, a
complex procedure would clearly be inappropriaté #re College should state and explain this in
writing. They must explain how research is monidote ensure any ethical issues are recognised
and how any ethical aspects of research would ladt eeth. Where a College is extensively
engaged in research that raises ethical issuesafopmocedures are required and it will be
necessary to establish an ethics committee, orlaleaa existing one, within the College.
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4.3 Taking into account the matters describe8.2y each College must establish an appropriate
mechanism to cover all aspects of its researcle\ssaled in its review. Formal procedures, where
developed, must be consistent with best practichénsubject area and, as a minimum, should
conform with the requirements of professional bsdie that domain. Where appropriate, the
approval of these bodies should be obtained.

4.4  The University policy of review of non-clinicaesearch applies to individuals carrying out
research for the University including, without ltation, all University employees, irrespective of
whether their current place of work is within ortgide University premises and all visiting
researchers of the University irrespective of whetthey are employed by the University,
including persons with honorary positions, condugtiresearch within, or on behalf of, the
University. In the case of students, it covers aede undertaken by a student currently registered
for a degree within the College as a recognisetl gdanis or her degree programme. However, it
does not cover work carried out as part of thehmacof the programme, for example, students
conducting established experiments as part of teaiming. Ethical issues in respect of such
matters continue to be dealt with through Colleggching committees and the Education Policy
and Strategy Committee

4.5 Each College must appoint an officer witleafic responsibility for the management of
ethical issues raised by the research work of thiee@e. The designated officer should have clear
terms of reference. These should include:

(@)  ensuring that there are effective mechanisms itgglany policy, guidelines or procedures
developed with or through the University Ethics Qoittee and the College Ethics
Committee to the attention of staff and studentssioom the College is responsible. These
mechanisms must make it clear that it is a Unitgrsequirement that these policies,
guidelines and procedures are followed;

(b) keeping College ethical issues in researcteureview;

(© managing and monitoring the proceduresacice;

(d) ensuring that appropriate records of appibns, practices and decisions are made and kept;

(e) reporting to the head of College as appatgr

)] reporting to the College through an appiate forum;

(9) reporting on an annual basis (using the forpravided in Appendix 1V) on behalf of the
College to the University Ethics Committee.

(h)  Membership of the University Ethics Committdédis entails attending meetings of the
University Ethics Committee and dealing with therkvof that Committee.

Even where it has been agreed that an Ethics Caeanfor the College is unnecessary, a
designated officer must be appointed to carry ayt(p), (f) and (g) above.

4.6 The University Ethics Committee is consciafsincreasing administrative burdens in
academic life and is concerned to avoid adding cessarily to this development. However, it is
important that there can be appropriate confidendbe scrutiny process for those asked to take
part in research carried out by staff and studeAtsonsistent approach to ethical scrutiny across
the University must therefore be in place and keyoter review.
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Templates, forms and guidance for operating proe=dwf College Ethics Committees are
included within this document or are available i&d from the University Ethics Committee
website. Links to further information and guidameethical aspects of research are also available
from the website. Subject specific guidance foff stad students should be maintained by Colleges
on their own part of the University website.

4.7 Because of the volume of applications or fotlwer operational reasons, Colleges may wish
to have School ethics committees to deal with etlaicreview of research..

If there are reasons for establishing Ethics Commiees at School level, these Ethics
Committees are expected to have the same responsilds as Ethics Committees at College
level, save that instead of reporting directly to e University Ethics Committee, they will
report to the College Ethics Committee. The Schoahould appoint an ethics officer and an
Ethics Committee with the general constitution andesponsibilities outlined in this document
for Colleges.

The College retains overall responsibility for enstng the appropriate ethical review of its
research. All staff and all PhD and Masters (Reseeh and Taught) applications for ethical
review must be examined by the full College or Scld Committee; systems for
undergraduate research ethical approval may apply dighter touch but must nevertheless
contain independent scrutiny and not just that of he supervisor.

4.8 Colleges should ensure that any applicantprimect approval (or their supervisors) should
withdraw from the Ethics Committee meeting wherirtisases are discussed and should not take
part in decisions on their applications.

4.9 Where research work involving human subjdatsjan material or data is concerned, caution
should be exercised to protect both the publicrésteand the University. Colleges must either
incorporate responsibility for ethical issues itite terms of reference of an existing College sthic
committee or set up a separate College Ethics Ctmenwith explicit membership, terms of
reference and operating procedures. Guidelinehesetmatters are attached as Appendixie
Guidelines apply as applicable to any School comnbétes set up in line with the conditions
above.

4.10 Research work should not proceed withoutiexplvritten approval. Copies of the formal
written approval must also be retained by CollegeSchool where a School committee exists.
Reference to a project having received “Ethics Cdtem approval” for a project in letters of
invitation to participate in research or informatito participants can only be made in relation to
the project for which approval has been given. Amyendments to the research as it has been
approved must also be approved by the approprihiesEECommittee before the research proceeds.

4.11 The University Ethics Committee recognised th some instances (e.g. in medical research)
research ethics committees already exist to consgdearch proposals and the Committee would
not wish such work to be duplicated by Colleges. slich cases it would be necessary for the
College to ensure that treatment was compreherisezeall relevant proposals were taken to the
appropriate committee) and that the College, thnatsydesignated officer, played an active role in
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reviewing procedures and managing the link betwé®sn College and the external ethics
committee.

4.12 It is not always easy to distinguish betwaen-clinical and clinical research. Non-clinical
human research in this context is taken to be reseahich is generally not concerned with
medical treatment of patients but which appliedesystic procedures of investigation to human
beings, whatever the nature of the research; whetbe example, it be physical, social or
psychological.

In Scotland (similar rules exist in the rest of theJK) ethical advice from the appropriate NHS
Research Ethics Committee (REC) is required for remarch proposals involving:

a. patients and users of the NHS. This includes gibtential research participants recruited by
virtue of the patient or user's past or present tratment by, or use of, the NHS. It includes
NHS patients treated under contracts with private sctor institutions

b. individuals identified as potential research paticipants because of their status as relatives
or carers of patients and users of the NHS, as da&d above

Cc. access to data, organs or other bodily materiaif past and present NHS patients

d. foetal material and IVF involving NHS patients

e. the recently dead in NHS premises

f. the use of, or potential access to, NHS premisesfacilities

NOTE — From 1 September 2011, a revised version die National Research Ethics Service
Standard Operating Procedures (SOPs) for NHS Reseeln Ethics Committees in the UK is in
operation. There have been changes to the remit 8HS RECs and revised requirements for
ethical review of research by NHS RECs. To checklvether this affects the need to apply for
ethical review for your research under either legiktion or the policy of the UK Health
Departments, please see the following link:
http://www.nres.nhs.uk/news-and-publications/news/res-sops-version-5/ and in particular
the following guidance from the link

mGuidance on changes to the remit of RECs; and

mAlgorithm — does your project require REC review?

If requested to do so, an NHS REC may also providan opinion on the ethics of similar
research studies not involving the categories lisleabove, carried out for example by private
sector companies, the Medical Research Council (oother public sector organisations),
charities or universities.

The appropriate REC in each case is one recognisddr this purpose by the NHS Board
within the area of which the research is planned tdake place. This will normally be one
established by the NHS Board itself within its geagphical area. For the purposes of ethical
review of the research proposal, a research "sitels defined as the geographical area covered
by one NHS Board, whether the research is based institution(s) or in the community. Even
when the research may physically take place at seab locations within that geographical
boundary, a favourable ethical opinion on the resaah protocol is required from only one
NHS REC within that NHS Board boundary. Where theresearch is planned to take place at
more than one. "site" as defined above, different @angements apply.
http://www.nres.npsa.nhs.uk/ and
http://www.nres.nhs.uk/news-and-publications/news/res-sops-version-5/

provide further details
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The University’s Ethics Committees are not empowet@ give permission for researchers to
conduct research involving any of the above. Altftout is expected that non-clinical research
involving any of these categories would be raregmghsuch research is proposed the researchers
must apply to the relevant NHS research ethics dteen Making such application is the
responsibility of the researcher.

4.13 There may be some cases which would be descab clinical research but which NHS
Research Ethics Committees will not ordinarily ddas, for example, where the data collection is
abroad. In these exceptional circumstances the@ICommittee will look at such proposals but
may need to refer particular aspects of the rebearthose with appropriate, particularly clinical,
expertise in the area. Researchers are asked tarbeand that this may lead to some inevitable
delays in the process while experts are consuRedearchers should also note that research of this
kind will be expected to have received ethical appl from a properly constituted and
independent Ethics Committee in the country coresrmvhere such a committee exists to review
the kind of research being proposed, before itlmonsidered by the College Ethics Committee.
However, if Glasgow University is the only Univeysinvolved it also requires approval from the
College Ethics Committee before it can proceeds the responsibility of the researcher to check
the requirements for ethical review in the courtoycerned, to make the appropriate applications
and to provide evidence of ethical approval haliegn sought and given.

4.14 Where non-clinical research is being conduetead or data is being collected abroad,
research will be expected to have received ethaqggdroval from a properly constituted and

independent Ethics Committee in the country coresrmhere such a committee exists to review
the kind of research being proposed, before itbmoonsidered by the College Ethics Committee.
If Glasgow University is the only University conoed, the research also requires approval from
the College Ethics Committee before it can procéed the responsibility of the researcher to

check the requirements for ethical review in theitoy concerned, to make the appropriate
application and to provide evidence of approvalimgbeen sought and given.

4.15 Where non-clinical research is being condubtedhembers of staff or students in more than
one University, the research should undergo forethical review by and gain approval from a
properly constituted and independent Ethics Conaiilh one of the Universities. The decision on
which is the most appropriate University shouldetako account the University to which the lead
investigator belongs and the formal ethical rev&wmactures in place in each University. If ethical
approval is given by another University, it doe$ renove the responsibility of researchers at this
University for complying with the ethical policiea conducting research adopted by Glasgow
University. In particular researchers must enshat they respect the interests and rights of human
subjects involved in the research; that valid cohdes been obtained and that the potential
information to be gained by the research is notveighed by any costs to the subject in time,
effort, discomfort or potential risk. A copy of amgthical approval obtained from another
University must be given to the College Ethics adfi and research may not proceed until this is
done.

4.16 Where non-clinical research is being condubiedhembers of staff or students in more than

one College in the University, the research shouldergo ethical review by only one College. The
decision on which is the most appropriate Collegeud take into account the College to which

10
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the lead investigator belongs and the type of rebahat is being conducted. This will usually give
a good indication where the research should beideresl. In case of doubt, College Ethics
Officers in the relevant Colleges must be askedHeir opinion and reach agreement. A copy of
any ethical approval obtained from one Collegestrhassent to the College Ethics Officers in the
other Colleges where researchers are based arataleseay not proceed until this is done.

4.17 Cases which cannot be satisfactorily resolwedhe College Ethics Committee must be
referred to the University Ethics Committee whiciti provide advice and guidance to the College
Ethics Committee. The College Ethics Committee thiéin be expected to make a decision on the
application. The procedure for referrals is attacag Appendix Il1.

The University Ethics Committee will not hear appegaom researchers against the decisions of
College Ethics Committees until College level remaschave been exhausted. Colleges have a
responsibility to ensure that there is an approgrirocedure in place for the consideration of
revised or rejected submissions. The UniversityidstiCommittee is particularly concerned with
the general principles of natural justice, reasterass and fairness of the decision made by the
College Ethics Committee.

The University Ethics Committee will not hear appeagainst the decisions of external ethics
committees, which should provide their own apppat&edures.

5 Training

5.1 The University Ethics Committee will worktlwColleges in sharing best practice
through:

- dissemination of best practice

- assisting with organising briefing megs or workshops

- requesting information and responding to feedbackest practice from Colleges and from
external bodies

6 Monitoring and Auditing Procedures

6.1 The University Ethics Committee recognides the definition and perceived significance of
ethical problems may be subject to change andrdiffees of opinion. In this light, Colleges,
through their designated officers, must conducammual review of their position and report to the
University Ethics Committee on the management isfaspect of the College’s work, indicating, in
particular, any suggested or agreed change in gooes. A format for such a report is attached as
Appendix IV. The University Ethics Committee wdbnsider these reports, offering advice and
recommendations as appropriate and reporting t@t8eihe University Ethics Committee will
also report to the Senate on any outstanding dcipated difficulties.

6.2 Where a College has decided that procedoresthical issues are unnecessary for that

College and has had its written statement approyetie Ethics Committee, the designated officer
is responsible for keeping the situation under ioous review.

11
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6.3  Audit of the operation of College ethicegadures will be part of the role of the university
Ethics Committee The University Ethics Committeeymaguest to see the minutes and individual
applications at any time and will require a listatif submissions and the decision taken in respect
of them as part of the annual report.

7. Failure to follow the University’s guidance otthieal review of research may result in
disciplinary action. Where a College Ethics Comeator the University Ethics Committee become
aware of research being conducted in breach otthelcies and procedures or researchers who
are not complying with them, in suitable casesrttadter may be resolved by informal discussion
with the researchers and remedial action beingntddsethem. However, where necessary either
committee may refer the matter to the relevant staktudent disciplinary authorities for further
investigation.

12
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APPENDIX |
GUIDANCE FOR COLLEGE PROCEDURES FOR THE CONSIDERATI ON OF
ETHICAL ISSUES ARISING IN RESPECT OF NON-CLINICAL R ESEARCH
INVOLVING HUMAN SUBJECTS, HUMAN MATERIAL AND DATA
1 The University requires all Colleges
either
(@) to maintain procedures for the consideratibethical issues arising from non-
clinical research involving human subjects, hummaterial or data
or
(b) to provide a written explanation as to whygls procedures are considered

to be unnecessary for that Colleges.

2 The University requires all Colleges

either
(a) to submit to the University Ethics Committeeapproval details of such
procedures, and report any suggested or agreedeham the approved procedures
in their annual report to the University Ethics Guoittee

or

(b) to submit to the University Ethics Commitfee approval a written
statement as to why such procedures are considerdd unnecessary for that
College and to keep the situation under continueusw

3. The University requires all Colleges tpaint a designated officer to:

(a) ensuring that there are effective mechanisms togbany policy, guidelines or
procedures developed with or through the Universityics Committee and the College
Ethics Committee to the attention of staff and etud for whom the College is
responsible. These mechanisms must make it clearittis a University requirement
that these policies, guidelines and procedurefoioaved,;

(b) keeping College ethical issues in reseandeureview;

(c) managing and monitoring the proceduresacie;

(d) ensuring that appropriate records of apgilims, practices and decisions are made

and kept;

(e) reporting to the head of College as appatgr

() reporting to the College through an appiate forum;

13
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(9) reporting on an annual basis (using the forpnavided in Appendix 1V) on behalf
of the College to the University Ethics Committee.

(h) reporting on behalf of the college to the Umsity Ethics Committee in the event
that the latter requires a review of College ethicacedures.

0] Membership of the University Ethics Committdédis entails attending meetings of
the University Ethics Committee and dealing wita Work of that Committee.

4 Colleges that establish procedures forcathieview of research should ensure that their
procedures are consistent with best practice inr thebject domain and conform with the
requirements of any relevant professional bodigsaddition, they should inform the University
Ethics Committee of any changes in professionaksdtiat might be of relevance to the broader
University research community.

5 The University Ethics Committee recognitest, given that Colleges vary in the type of
research undertaken, the ethical issues that vige avill vary considerably. However, there are
certain categories of research for which some gérgridance can be given. This is set out at
Sections 7-8 below, along with the minimum actiequired of Colleges in each case.

6 Activities which are Subject to Approval Byternal Bodies
In the case of activities which are subject to

either

(a) approval by a statutory ethics committee

or

(b) approval by the ethics committee of an NH&l health board, multi-centre research ethics
committee

the College’s designated officer is responsible fioe management and monitoring of the
procedures for referring research to such comnsittéer ensuring that there are appropriate
mechanisms for ensuring that all staff and studehttie College are aware of the need to refer
research to these committees, for liaison with@hssmmittees as appropriate, and for reporting
back to the College and the University Ethics Cottemias necessary.

6.2 Where research is subject to approval by eatdsodies as described above, it shall not be
necessary to obtain approval from the College Bt@iommittee or University Ethics Committee in
addition. However, the fact that ethical approvas bheen obtained must be notified to the College
Ethics Officer who will ensure a record is kepttlos approval. Researchers must ensure that they

14
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act in accordance with the approval given. Any pssal changes in the research must be dealt with
by the procedures of the relevant body who gaveosph

7 The Involvement of Members of the Universind the General Public in Research

7.1 The involvement of members of the Univgrggtaff and student) and of members of the
general public in research must take place in a@eswe with routine procedures to protect
participants’ interests and to highlight ethicahdact. Particular consideration should be given to
the recruitment, consent, confidentiality, safetgd reedom of participants.

7.3 Inrespect of such research it is recommeénidat:

(@) all participants volunteer without inducermand give their written consent to participation.
Reasonable expenses may be paid. Exceptionallyl] svkans of appreciation for taking part in
research may be given, provided they are not deémathount to an inappropriate inducement to
take part;

(b)  written consent is given in the light of fawareness of the objectives of the research, the
procedures to be followed, and the anticipated @u&s particularly in respect of publication of
findings;

(c) all participants be given a written desadptby the researcher of their involvement in the
project, the demands to be made, their rights avd their rights and interests will be protected,
particularly in respect of confidentiality, privaend safety;

(d) all participants are made aware of theiediem to withdraw consent and discontinue
participation at any time;

(d) appropriate documentation be designed to meet tblegetives and to keep appropriate
records, e.g. information regarding the projectusthdoe given in writing and records of the
participants’ agreement, usually a signed consam,fmust be kept.

8 The Involvement of Children in Research

8.1  Where children are involved in research, extreme @& should be taken over ethical
procedures and explicit authorisation for participation of children should always be
obtained from the College Ethics Committee.

8.2 The Head of College and the designated ethics o#fic must ensure that there are
appropriate mechanisms to bring to the attention bany staff or students for whom the
College is responsible and whose work involves reseh with children that they must
check and comply with any legal requirements, suchs vetting procedures, before they
proceed with such work. The responsibility for cheking and complying with such legal
requirements remains that of the researcher and tls point must be specifically
considered in all research involving children.

The University’s procedures relating to working with children and other vulnerable
groups must be adhered to. The details are availébat
http://www.gla.ac.uk/services/humanresources/pegig-z/protectionofvulnerablegroupsscheme/
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9 Statement on Confidentiality

The University is committed to rigorous and objeetinquiry and supports academics in pursuing
their research in an environment that affirms asadéreedom. The University also acknowledges
the importance of confidentiality as a guiding pipte in research.

9.1 Duty of Confidentiality

A duty of confidentiality will exist between resehers and their subjects such that confidential
information revealed to a researcher can only belaked to others if the party if the information
has given specific authorisation or the researhander a legal obligation to disclose it. In some
cases researchers may be under a professionabidaigo disclose information to third parties.
Whether information is confidential will depend the circumstances but the key factor is whether
or not the provider of the information would hawansidered it as confidential and would expect it
to be treated as such. If the answer to both munssis “yes”, then the duty of confidentiality Wil
arise. The duty also arises when the researcher vblunteered to keep confidential the
information and/or the identity of the provider.

As a result of this duty there is a need for redears to be aware of any circumstances, such as
professional codes of practice, that preclude tiremm being able to give absolute assurances of
confidentiality.

9.2 Obligations on Researchers:
Undertaken in the light of the above paapb, researchers shall:

(@) not convey personally identifiable inforneattiobtained in the course of research work to
others, except with the express permission of tsearch subject unlessther alternative
arrangements have been agreed by a research pamti¢see (b) belowgr where the researcher is
subject to a legal obligation to disclose that infation;

(b) not give unrealistic guarantees of confiddity and anonymity and be aware that legal
challenge may preclude the honouring of such aajee. In some circumstances it may be
necessary to inform research participants of otidiga under law, such as the possibility that the
researcher will be required to give evidence oeatdocuments, which may make it impossible for
certain information to be kept confidential withdareaking the law. In other cases, it may be that
the researcher’s professional obligations wouldiiregthe disclosure of information, for example,
where the welfare of a child is concerned. In soakes, the research subject needs to be made
aware of the possibility of future disclosure i@rto be able to decide whether to take parten th
research. If the researcher has made it cleaftaimation may be passed on as a result of legal o
professional obligations and the subject nevertisedgrees to take part, the researcher may pass on
that information even if the subject subsequenthjects. However, passing on confidential
information without the express permission of thbject is not to be undertaken lightly and legal
and professional advice must be sought immedidtétys is contemplated;

(c) where possible, anticipate threats to th&identiality and anonymity of research data. The
identities and research records of those particigain research should be kept confidential
whether or not an explicit pledge of confidentialtas been given. Researchers should also
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consider whether it is either necessary or appatgrio record certain kinds of sensitive

information;

(d) take appropriate measures to store resekatehin a secure manner. Researchers should have

regard to their obligations under the Data ProbecAict 1998 and ensure that appropriate methods

for preserving the privacy of data are used amulétig subject access to information where this is

required,;

(e) take care to prevent data being publishegleased in a form which would permit the actual

or potential identification of research particiganin circumstances where it is difficult to prdtec

the anonymity of informants and research partidipathey must be informed of this fact before

they are asked to take part or, if the possibditpublication had not arisen at that time, theystnu

be re-contacted and their agreement obtained;

() ensure that the designated Ethics Offiseanformed of any research proposal that mighterais

questions about guaranteeing participant confidétyti If there are significant queries about this

matter they should be brought to the UniversityiégiCommittee for consideration and guidance;

(g) ensure that data collected is used only for legitevacademic purposes;

(h) be aware of the need to limit the University’'s i liability in the event of a breach of
confidentiality.

10. Failure to follow the University’'s guidance athical review of research may result in
disciplinary action. Where a College Ethics Comeatbr the University Ethics Committee become
aware of research being conducted in breach oktpeBcies and procedures or researchers who
are not complying with them, in suitable casesrtfater may be resolved by informal discussion
with the researchers and remedial action beingntdlgethem. However, where necessary either
committee may refer the matter to the relevantiplisary authorities for further investigation.
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APPENDIX II

GUIDANCE FOR THE ESTABLISHMENT AND OPERATION OF COL LEGE ETHICS
COMMITTEES

1 A College Ethics Committee must be esthblisto consider, approve or otherwise issue
guidance on non-clinical research involving humahjects, human material or data. Given the
potentially sensitive nature of such researchs itriperative that College Ethics Committees have
an established membership and terms of referemcepperate in strict accordance with approved
written procedures. All College Committees are sabymittees of the University Ethics
Committee.

2 Research involving non-clinical researcthviiuman subjects, human material or data should
normally require the explicit approval by the relav College Ethics Committee. Where children

are involved, explicit approval of their participgat should always be obtained. (See Appendix I,

section 8 for guidance on this matter).

3 Membership

3.1 A College ethics committee should haveewef than six members, one of whom shall be
the College designated officer. Given the needhguee that the ethics committee is impartial, it is
expected that at least one member must be a pé&i@onoutside the College, preferably from
outside the University. To be quorate, College é&&lfCommittee must have four members present.
It is recommended that "reserve” members are abletappointed to act in respect of proposals
put forward by members of the committee, since éhiosolved in a research submission must
withdraw from the Committee while the submissioncansidered. In Colleges where research
regularly involves taking of body material samptesresearch where there may be a risk to the
participant’s health a registered medical pradtgiomust be a member of the Committee. In all
research involving taking body material samplesvbere there may be a risk to the participant’s
health an opinion on the research must be obtafrmd an appropriately qualified medical
practitioner, generally a registered medical ptiacter.

3.2 Membership of the College Ethics Committkall be approved by a College Meeting (or
equivalent).

4 Terms of Reference

4.1 The College Ethics Committee's terms aénexice should normally include the
following:

(@) to consider non-clinical research propogfitsm both the College’s staff and its students)
involving human subjects, human material and data;

(b) to either give written approval for such posals in the form of minutes or provide written
information as to why approval has not been given;

(c) to consider revised submissions;
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(d) to refer to the University Ethics Committeses which cannot be satisfactorily resolved or
about which there is uncertainty;

(e) to operate procedures no less rigorous thasetbuggested or required by relevant professional
bodies.

()  to inform the University Ethics Committeéany changes in the ethical codes of professional
bodies in relevant discipline areas, in order thatUniversity’s procedures remain valid.

4.2 Details of the committee's terms of refeegrmembership and internal College reporting
procedures must be submitted to the Universitydstiommittee for approval.

5 Procedures

5.1 The College Ethics Committee should prowidigten information about its procedures and
terms of reference for all relevant members of @wlege, and should carry out their work in
accordance with those procedures. The College €@iticer should ensure that the College is
fully aware of the ethical requirements of the €gé.

5.2 The College Ethics Committee shoulccgpehe format in which research proposals are
to be presented for its consideration. As a minimprmeposals should incorporate the following
information:

(a) the title of the research project, the estant on research procedures to be undertaken;

(b) full details of arrangements for participatiof subjects including recruitment, consent and
confidentiality procedures and copies of all docotagon to be given to participants (such as
information sheets and consent forms);

(c) details of intentions in respect of the pedtion of findings;

(d) any additional considerations, for exampleere research involves children.

5.3 Full records of the decisions of the Cadldgthics Committee should be minuted and the
records should be kept by the Ethics officer.

5.4  The frequency and timing of meetings of the etliommittee will be determined by the
reasonable requirements of the College. Wherearteresearch proposals are put forward on a
regular basis, meetings should be time-tabled waace and the dates circulated. Where ethical
issues arise infrequently, the College Ethics Camemishould be prepared to meet on an ad hoc
basis.

Any applicants for project approval (or their supgors) should withdraw from the ethics
committee meeting when their cases are discussdlayuld not take part in any decision on the
application.

5.5 The ethics committee should advise appigcan the revision of proposals and should have a
procedure for the consideration of revised submissi The ethics committee should have
procedures for considering appeals against desisibthat committee.

5.6 These Guidelines apply to School committeesupetn line with section 4.7 of the main
guidance above (p8). School committees report he tCollege Ethics Committee.
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APPENDIX 1l
UNIVERSITY ETHICS COMMITTEE: REFERRALS BY COLLEGES

1 The primary purpose of the University EthiCommittee is to issue general advice and
guidance to Colleges on ethical issues arising frmm-clinical research. The Committee has a
responsibility to approve College procedures andatesider annual reports from Colleges on the
management of ethical issues in research. Desisiorespect of research with ethical implications
will normally be made by the College concernedesslit is subject to approval by an external
body (for example, by the ethics committee of aldwalth board or multi-centre research ethics
committee).

2 Referrals

2.1 The University Ethics Committee (UEC) weiinsider and give guidance on applications that
cannot be satisfactorily resolved at the Collegeelleand on matters which require specific
consideration due to the implications they may hiarebroader University activities. Referral of
research applications to the UEC is the respoitsilof the College Ethics Committee.

2.2 Inrespect of referrals the following stegdbly:

(a) The UEC will expect to receive a writteatstnent of specific issues for advice or guidance,

supported by the papers considered by the CollégesECommittee. The UEC will also expect a

summary of the reasons for doubt or disagreememptioh specific issue.

(b) The Committee will, if necessary invite for discass members of the College. The UEC
Committee may also request attendance of the peopax a research application and any
member of staff involved in reviewing the appliocati

(c) The UEC shall seek advice as appropriate and gihn@agce based on the information made
available to it.

(d) The procedures of the UEC shall be publicly avédat writing.

(e) The discussions of the UEC shall be strictly coarfighl, subject to legal data protection
requirements.

(f) The guidance given shall be recorded in wgtand sent to the College Ethics Committee.

2.3 The University Ethics Committee will give guid® to the College Ethics Committee but it
remains the responsibility of the College Ethicardttee to make a decision on the research
application and to notify the researchers of thegprss of the application and the outcome of
review.

3 Appeals

3.1  The University Ethics Committee will corsicappeals from College Ethics Committee on
the following matters:

(@) Questions that arise out of applicationsetbical approval that have broader implicaticors f
the University and therefore require a deeper damation.

(b) Appeals against decisions made by CollegecEti@ommittees, but only once the local
procedure for resolving difficulties has been exted.
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APPENDIX IV
ANNUAL REPORTS BY COLLEGES TO THE UNIVERSITY ETHICS COMMITTEE

1 Each College, through its designated offg)e must conduct an annual review of its position
in respect of ethical issues in non-clinical resbaand report to the University Ethics Committee
on an annual basis.

2 It is expected that the annual reportshto Wniversity Ethics Committee will include the
following:

(a) Details of any suggested or agreed chamgg®tapproved procedures;

(b) Summary of action taken by the College Eti@osnmittee including details of the number and
title of applications considered (staff and stugietiie decision taken and any particular difficesti
encountered or consequent action taken;

(c) Where appropriate, the number of cases referredtrynal ethics committees;

(d) Any issues for consideration by the Univigr&ithics Committee.

3 The Ethics Committee will consider the aadmeports, offer advice and recommendation as
appropriate, and report to Senate on any outstgrdifficulties.

4 A pro forma for reports will be provide&de Annex 1)

21



October 2011

APPENDIX V

THE CONSTITUTION AND OPERATION OF THE UNIVERSITY ET HICS
COMMITTEE

1 The Glasgow University Ethics Committee (UEC} leeen established by Senate and is
charged with sustaining a University-wide awarenasgthical issues arising from non-clinical
research involving human subjects, human matenididata.

2 Terms of Reference

2.1 The UEC is concerned to protect:
« the dignity, human rights, health, safety and myvaf research subjects

+ the health and safety of researchers

« the reputation of the University as a centre foopgrly conducted and high quality
research.

Taking full account of these issues, the Commit@as to ensure as far as possible that the
methodology of proposed research carried out byrorbehalf of the University respects the
interests and rights of human subjects involvethéresearch; that valid consent has been obtained
and that the potential information to be gainedh®yresearch is not outweighed by any costs to the
subject in time, effort, discomfort or potentiadki

The Committee is also available to assist reseesdhneexploring potential ethical issues which
may arise as a result of a proposed project.

2.2 The Committee produces guidelines for the condiinon-clinical research and ensures that all
Colleges and units linked to them either have atelproper procedures for the consideration and
conduct of such research or provide a written exgilan as to why such procedures are considered
to be unnecessary for them. The University Ethiom@ittee also considers and gives guidance on
research referred to it from Colleges and hearseappon decisions made by Colleges. In
exceptional cases the University Ethics Committes mtself make decisions on research referred
to it from Colleges.

Responsibilities of the University Ethics Committee

2.1  The responsibilities of the University EfhiCommittee in respect of Colleges and College
procedures for ethical review of research are kewe:

(a) to develop policy and guidelines for andwitolleges;

(b) to approve College procedures or statements;

(c) to assist with the provision of appropriatairtimg for College officers with specific
responsibility for ethical review of research;
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(d) to consider and offer guidance on cases cotdainty and to hear appeals against College
decisions. In exceptional cases the University dsttCommittee may itself make decisions on
research referred to it from Colleges;

(e) to consider annual reports from Collegesl@management of ethical issues in research,
offering advice and making recommendations as gp@t@ on the operation of College-level
procedures;

() to make an annual report to Senate on gegation of procedures for ethical review of
research with the University;

(g) toreport to Senate on any outstandingatifies in respect of ethical review of research;

(h) to seek clarification from external expesties, as necessary, on matters of ethical review
policy and practice

(i) to refer university students or staff througfe University’s research misconduct and/or
disciplinary procedures if issues of concern afise any aspect of the conduct of research

3 Membership
3.1  The University Ethics Committee comprises

» Convener

* Alay member from outwith the University

The SRC President or nominee

The College Ethics Officers and deputies whereiagiple.

3.2 To be quorate, meetings of the University EElfGommittee must have six members present.
Those involved in a research submission must watlhdrom the Committee while the submission
is considered, although they may attend if requledte give further information about the
submission.

3.3 The term of office for members of the Univerdtthics Committee shall normally be three
years with the possibility of a three year extensio

4 General Procedures

4.1 The frequency and timing of meetings of theicstttommittee will be determined by the
reasonable requirements of the University. The @dtee shall meet no less than twice termly.
These meetings will be time-tabled in advance aediaites circulated.

Where, ethical issues arise in circumstances wihene cannot be considered at the next ordinary
meeting, the University Ethics Committee may meet an ad hoc basis. In exceptional
circumstances when, for good reason, issues neeubdng rapid consideration arise, the Convenor
may act after consultation with no less than tweeotmembers of the UEC who are not members
of the College or Colleges concerned. The Commgtedl be immediately informed of decisions
made on this basis. In addition, in order to féié the conduct of business, issues may be
considered by the Committee by correspondence.
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4.2 If a member of the Committee is not able teradtthe meeting he or she may submit written
observations on any issue under consideratione@edl may also nominate a substitute from the
College Ethics Committee to attend a meeting whiehCollege ethics officer is unable to attend.

4.3 The Convenor is empowered to make decisionsegpect of the administration of the
Committee, such as calling meetings of the Committe

4.4 The discussions of the UEC shall be strictiyficential, subject to legal data protection
requirements

4.5 Decisions should ideally be by consensus. Whgreement cannot be reached, decisions are
by majority on a show of hands and in cases of lequigs, the Convenor shall have the casting
vote.

4.6 The UEC and its Convenor are empowered to tkace when required from Senior
University Officers, the University’s Solicitors @rany person within or outside the University
with specialist knowledge on the issues in question

4.7 The UEC shall be permitted to co-opt sped&lis advise its members.

4.8 Full records of the decisions of the Univgr&thics Committee will be minuted and kept by
the Clerk to the Committee.

5 Referrals

5.1 The University Ethics Committee (UEC) weiinsider and give guidance on applications that
cannot be satisfactorily resolved at the Collegeelleand on matters which require specific
consideration due to the implications they may hiarebroader University activities. Referral of
research applications to the UEC is the respoitsilof the College Ethics Committee.

5.2 Inrespect of referrals the following stegdbly:

(a) The UEC will expect to receive a writtentstaent of specific issues for advice or guidance,
supported by the papers considered by the CollegesECommittee. The UEC will also
expect a summary of the reasons for doubt or désagent on each specific issue.

() The Committee will, if necessary invite for discass members of the College. The UEC
Committee may also request attendance of the peopax a research application and any
member of staff involved in reviewing the applicati

(g9) The UEC shall seek advice as appropriate and gihgagce based on the information made
available to it.

(h) The procedures of the UEC shall be publicly avédat writing.

() The discussions of the UEC shall be strictly caoarfithl, subject to legal data protection
requirements.

() The guidance given shall be recorded in wgtand sent to the College Ethics Committee.
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5.3 The University Ethics Committee will give guid® to the College Ethics Committee but it
remains the responsibility of the College EthicarDattee to make a decision on the research
application and to notify the researchers of thegprss of the application and the outcome of
review.

6  Appeals

6.1 The University Ethics Committee will congiggpeals from College Ethics Committee on
the following matters:

(@) Questions that arise out of applicationsefibiical approval that have broader implications fo
the University and therefore require a deeper damation.

(b) Appeals against decisions made by CollegecEti@ommittees, but only once the local
procedure for resolving difficulties has been exted.

7. Clinical Research

In exceptional circumstances the University Etf@mmmmittee will look at proposals concerning
clinical research where it does not fall within tleeit of an NHS Research Ethics Committees. It
may refer particular aspects of the research teethigith appropriate, particularly clinical, expseti

in the area. Research of this kind will be expetteldave received ethical approval from a properly
constituted and independent Ethics Committee ircthmtry concerned before it can be considered
by the UEC. However, it also requires approval fitben UEC before it can proceed.
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ANNEX 1

A University
of Glasgow

ANNUAL REVIEW OF COLLEGE ETHICS PROCEDURES FOR [YEAR]
College:

Name of College Ethics Officer:

(1) Please attach the Terms of Reference, procedures and membership of the College Ethics
Committee.
(2) REVIEW OF PROCEDURES OVER PAST YEAR

(a) Have you amended or considered amending your ethics procedures in the light of specific
cases that have arisen at the College / School level during this period (yes/ no)?

If yes, how?

(b) Have you made amendments to your procedures in the light of University level guidance
(yes/no)?

If yes, how?

(c) Have you made amendments to your procedures in the light of guidance within your discipline
and/or relevant professional Group (yes/no)?

If yes, please outline these changes.
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(3) Please provide two examples illustrating that decisions made by the College Ethics Committee
have been acted upon (and attach all relevant supporting documents including forms and
details of the decision making process including emails, letters etc)

(4) Please provide a summary of issues that you have placed before the University Ethics
Committee for consideration. (Please comment about any matters arising out of decisions of the
University Ethics Committee).

(5) Are there any comments you wish to make about Ethical policy and procedure at the
University of Glasgow?

Signed
Date
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ANNEXE Il

TEMPLATE FOR INFORMATION TO BE PROVIDED BY COLLEGES TO STUDENTS
AND STAFF

Ethical Approval of Research with Human Subjects, Miterial or Data within the College of
X at Glasgow University

Scope of the Guidance

Who does it apply to?
This guidance applies to all staff and studentshan College of X undertaking research in their
capacity as members of the University of Glasgow.

In the case of students, it covers research urdagrthy a student currently registered for a degree
within the College as a recognised part of hisardegree programme. However, it does not cover
work carried out as part of the teaching of thegpmmme, for example, students conducting

established experiments as part of their learnorgcourse monitoring questionnaires. Ethical

issues in respect of such matters continue to ak déh through College teaching committees and
the Senate Education Committee.

In respect of non-student research, the Univemiticy of review of non-clinical research applies
to individuals carrying out research for the Unarsr including, without limitation, all University
employees, irrespective of whether their curremtcel of work is within or outside University
premises and all visiting researchers of the Usieirrespective of whether they are employed by
the University, including persons with honorary iioss, conducting research within, or on behalf
of, the University.

What research does it cover?

This guidance covers all research involving humartigpants or human data or material. It

applies whether the research is funded or not ahdtever the source of funding. The ethical

review process does not include research wherentbemation about human subjects is publicly

and lawfully available, e.g. information publishiedthe census, population statistics published by
government departments; personal letters, diateeBedd in public libraries.

Background

Previous procedures for ethical review of researcbollege X.

In 2002, following a review of the existing Univiaysprocedures for considering research, it was
decided by Senate that a more consistent apprdamiidsbe adopted throughout the University.

From October 2002 the University requires thatedkearch involving human participants or human
data or material is subject to formal ethical rexie
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Scope of Research involving Human Subjects, Mateliand Data in the College X
[Outline of the types of research carried out by @ollege]

1. The College conducts research which involves hgaltflunteers who may be adults or
children. Research may also be undertaken on tisstikeid samples taken from healthy
volunteers. Surveys and questionnaires on issuds asl lifestyle, housing and working
environments, attitudes and preferences may alsm foart or the whole of research
projects.

2. Research may be undertaken by undergraduate ogradsate students as part of their
degree work. It may also be undertaken by memblestalf either as part of individual or
team research work within the University or as exd#ly contracted or funded work.

Qutline Procedures for Considering Ethical Issues

COLLEGE ETHICS OFFICER
The College of X has designated an officer respmador the management of ethical issues in
research in the College. The responsibilities effthics Officer are as follows:

(a) ensuring that there are effective mechanisms togbany policy, guidelines or
procedures developed with or through the UniverSityics Committee and the College
Ethics Committee to the attention of staff and stid for whom the College is
responsible. These mechanisms must make it cl@arnttiis a University requirement
that these policies, guidelines and procedure$oficaved,;

(b) keeping College ethical issues in researcteureview;

(©) managing and monitoring the proceduresaciice;

(d) ensuring that appropriate records of appibms, practices and decisions are made

and kept;

(e) reporting to the Head of College as appabgy

() reporting to the College through an appiate forum;

(9) reporting on an annual basis (using the forpnavided in Appendix 1V) on behalf

of the College to the University Ethics Committee.

(h) (h)  Membership of the University Ethics Contedt This entails attending

meetings of the University Ethics Committee andidgawith the work of that Committee.

The contact details for the Ethics Officer are gielow.
COLLEGE ETHICS COMMITTEE

A College Ethics Committee has been establisheddigse on ethical issues in research in the
College and to assess for approval research prigposalving the issues outlined above.

Constitution and Membership of the College Ethicsnthittee
Number of members (no less than six), any spegison for appointment (e.g. as lay members,
medical qualification), number for meeting to berate (no less than four).
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Terms of Reference
The College Ethics Committee's terms of referemee a

(@) to consider non-clinical research propogfitsm both the College’s staff and its students)
involving human subjects, human material and data;

(b) to either give written approval for such posals in the form of minutes or provide written
information as to why approval has not been given;

(c) to consider revised submissions;

(d) to refer to the University Ethics Committeses which cannot be satisfactorily resolved or
about which there is uncertainty;

(e) to operate procedures no less rigorous thasetbuggested or required by relevant professional
bodies.

()  to inform the University Ethics Committeéany changes in the ethical codes of professional
bodies in relevant discipline areas, in order thatUniversity’s procedures remain valid.

Application Procedure
The procedures for considering these ethical isateeas follows:

1. Research proposals involving volunteer subjects vélsubmitted to the College X Ethics
Committee through the designated Ethics Officer.

2. The College Ethics Committee will specify the fotma which proposals should be
submitted. Much of the information will be enteredto a proforma although additional
information may be required. (See Appendix A)

3. The College Committee will consider the applicatioraccordance with the procedures set
out Appendix A. They will inform the applicant dfi¢ decision and any amendments that
need to be made or reasons for not giving appm@ivilde research.

4. If the research application has not been approyeddilege Ethics Committee this decision
may be appealed to the University Ethics Committee.

5. The University Ethics Committee hearing the appitcaeither as the initial review body or
on appeal will follow the procedures set out in doeument Constitution and Operation of
the University Ethics Committee.

Operating Procedures
How decisions are made e.g. after discussion ar@bbgensus or majority vote with the Convenor
having the casting vote.

Members of the College Research Ethics Committee
Names, title, School, contact numbers
Ethics Officer

Contact
Who to contact in the College - To submit appiaas to
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To seek further information/advice
Timing of the College Meetings
Dates, times, venues

Timing of application of submissions to the Coll€g@mmittee
Dates by which applications must be submitted deoto be considered at the next meeting.

Procedures (if any) to deal with applications bemweeetings.

Whether the convenor along with other members ef @ommittee will be able to consider
applications in between meetings and on what greuiNdhether business may be conducted
through correspondence as well as by formal megting

Links to College specific guidance — e.qg. RCP feyahology

Links to general guidance on research ethics

Link to University Ethics Committee

(Appendix A below)
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APPENDIX A

INFORMATION FOR APPLICANTS ON ETHICS COMMITTEE SUBM ISSIONS IN
COLLEGE X

Introduction

Before you can start any research project invohmignan participants, material or data in the
College, you have to get approval from the Ethiosn@ittee. This is a group of people within the
College who meet at regular intervals to discuseasch submissions and to decide whether to
allow the research to proceed. Our terms of reter@me simple: to receive research proposals from
students and staff of the College and to considgr ethical issues that might arise from the
execution of this research.

We can make three main kinds of decision on thg@gwsal. Either the project is approved as it
stands, or it is accepted subject to specifiedatltns, or it is rejected. You will receive a éths
soon as possible after a decision has been mduohg tgdbu what we have decided and (if relevant)
why we have made the decision and what you now haw#o. Please note, if your project is
approved subject to specified alterations, you IN&T proceed to start the research until these
changes have been approved by the Convenor.

In all cases (whether your submission is approvechediately or following revisionsplease
make sure you retain your Ethics approval letter You will be asked to include it with your
project (not in the form of an Appendix, but loasside the front cover, so that it can be checked
for approval, and then removed to ensure anonyfoitthe marking phase).

The Committee consists of a Convenor and [x] mesmb@#fe meet [x] times during term but
consider individual applications during vacatioriie Committee will post a notice at the
beginning of the academic year, detailing the Eates for submission for consideration. All
undergraduates and any postgraduate must get abppgovefore starting work. Staff must also
submit their own research plans for ethical consitiien, whether the work is funded or unfunded,
if the research is being carried out in their ca@gaas members of University staff or using
University facilities. The University policy of reaw of non-clinical research applies to everyone
carrying out research for the University includialy University employees, whether their current
place of work is within or outside University preses. It also applies to all visiting researchers of
the University whether or not they are employed thg University, including persons with
honorary positions, conducting research withimprobehalf of, the University.

How the Committee decides

We are guided by [any professional Code of CondQopies of this document are available for
consultation/ on the website]. In addition we awgdgd by general principles of ethical research
with human subjects [link to University Ethics Coittee site and references there].
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Working with people

We want to know that the safety and wellbeingesielarch subjects is assured, that the applicant is
aware of any possible ethical issues in carryingtlo& research and that steps have been taken to
ensure that best practice is followed. We also dyawr attention to the section below entitled
‘recruiting participants’. It is very important thgeople are aware that you respect their
confidentiality and that, where possible, rigorsteps will be taken to preserve anonymity (such as
the use of double-blind techniques).

Working with children

You must satisfy yourself that there is a neechtmlve children and be able to justify this to the
Committee. You should ensure that you have fanskar yourself with the relevant legal position,
where it is intended to conduct research with chitd

Those applicants who intend to work with childrenschools must obtain written approval from
the Head, the Local Education Authority or otherspa who isin loco parentis. The method of
informing and, where appropriate, obtaining condeh parents to their child’s participation must
be clearly explained and agreed with the Head ®f3bhool and must follow best practice in this
regard.You must check and comply with any legal requiretsesuch as vetting procedures for
working with children, before you proceed with sugbrk. The responsibility for checking and
complying with such legal requirements is yours.

Where consent is given by parents it is still intpot to try and obtain real consent from the child;
assuming the child is old enough to understand phisciple. For older children, they would
normally be expected to give their signed agreerntemdke part in the same way as adults. Even
where children are younger, where the child is bbepaf understanding, the researcher should
explain to the child that what they are doing isirety voluntary and that they can refuse to take
part if they wish.

Working with potentially vulnerable adults

You must satisfy yourself that there is a neechtmlve potentially vulnerable adults, for example
those with severe learning disabilities, and be abljustify this to the Committee. You should
ensure that you have familiarised yourself with tékevant legal position, where it is intended to
conduct research with adults who may not be ablgie a legally valid consent to take part in
research.

Where the proposed research subject is in a depenelationship to the researcher (for example,
where the research subject is a student) the arsamust make it clear that a decision to takée par
or not to take part in the project will in no wajfegt the individual's relationship with the
researcher and the researcher must ensure that thescase.

Recruiting participants

The doctrine of valid consent operates here. Toaparticipants should enter into the research
freely and willingly and know and understand whegyt are agreeing to when they take part. They
should be told they have the right to withdraw frdme research at any time. Wherever possible,
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anonymity and confidentiality should be maintainédhe experimental design necessitates some
deliberate deception then participants should e the purpose of the experiment and why
information was withheld or why they were misleteathe experiment is finished.

Electronic Recruiting

On the question of recruiting participants via etraad the Web (‘electronic recruiting’) we have
decided that (a) in principle we see no reasoneim \this method (b) we anticipate potential
problems where the computer network would be oagdd (c) the number of electronic recruiting
proposals should be carefully monitored.

Electronic recruiting is acceptable within the doling limitations:

- The University’s Policy on Student Surveys mustbbered to. The Policy is available from
http://www.gla.ac.uk/services/senateoffice/acadéstudentpolicies/policy/

- Any mailing to an identifiable group of people (etg all of the students in a College or a
class) should be brief and succinctly explain thture of the research and the criteria for
participation.

- Clear indication that this is a request for helpnira researcher should be given at the
beginning and that the reader, if not interestbdukl ‘hit the delete button’.

- If the reader of the e-mail is interested in pgwatng then he or she should be asked to
contact the researcher directly (not a group repdy)referred to a Web page where the
research information is located.

- Under no circumstances should University Officepdlone numbers be given as contacts for
student research. Under no circumstances shoaldtthchments to group messages be used.

- The GU postmaster must be asked for permissioend s-mails to group addresses. As well
as complying with data protection principles thidl wiso provide a means of monitoring the
use of email across campus for research of this kin

The researcher should check that they are complyittg data protection principles in the use of
personal information.

Issues to Consider when Providing Information to Ptential Participants

By far the greatest number of amendments that &t@ommittees ask to be made concern the
information that will be given to participants. Youwust take time over this aspect as it is essential
to explain what you are asking people to do andothssible implications so that they can make a

proper decision for themselves whether they widtake part.

You must clearly explain the following matters errhs that an ordinary person, rather than a
specialist in your field, can understand:
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- that you are inviting them to take part in sg@&ch project

- who you are — a student/your post in the Unitgiend, where relevant, your experience
in conducting research of this kind

- the nature, risks (if any), benefits (if any)ration and purpose of the research project.
This must include clear information about what slject will be asked to do, where the
research will be carried out, any risks to the sctt$ health and safety and the steps that

will be taken to minimise those risks
- that participation in the project is entirelylwotary
- if the project is funded (and if so, by whom)

- if the research project is part of a student'srsework

- what the information gathered is intended taibed for including whether it is intended
to publish the results

- the arrangements concerning confidentiality ofl aaccess to information about the
research subject

- what, if any, arrangements are in place for cemsation in the event of an something
going wrong

- how the research subject can obtain furtherrmé&tion about the project (such as by the
provision of work contact numbers/email for thee&rcher. Home contact numbers should
not be given nor should university office numbegsgibven where the researcher is a student.)

- whom the research subject can contact if theycareerned about any aspect of how the
research was conducted. This should not be yowar nesearch supervisor. It will normally
be the head of Section or School.

If participation in a research project is likelylbe of no direct benefit to the subjects, you stioul
explain this in the information sheet

You should give the research subject a copy ofrtfoemation sheet to keep.

Consent Forms

It would normally be expected that proposed reseabjects would be asked to give their
agreement in writing on a consent form. Ideallyg thformation sheet should be separate from the
consent form and the Committee will wish to receave&opy of both. You should ensure that,
before written consent is given, the proposed stiltjas been given the opportunity of reading the
information sheet and asking questions about tbeareh. For this reason, sufficient time must be
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provided between the request to take part andigmeng of the document. Subjects' signatures do
not normally need to be witnessed.

Exceptionally, it may be unnecessary or inappra@rita seek written consent although this will
need to be clearly justified to the Committee. Egample, in cases where you are, for example,
handing out questionnaires that do not ask probgumgstions and it is clear from the front sheet
what is going to be asked then we can assumelibadt of accepting the questionnaire implies
consent by the respondent. There may be othertisitigatoo where provision of an information
sheet would be sulfficient.

Where, for good reason, written consent is not Bhygu must still ensure that you give proposed
research subjects sufficient time to read the médron about the research and ask questions.

In most cases however, you will have to supply itk @ consent form.

Confidentiality of information obtained during research

You must familiarise yourself and comply with curréegal requirements for storage of and access
to data about research subjects. You must considemethod of keeping personal data about
research subjects and how to anonymise informatih@ut them, where appropriate.

You are referred to the guidance on confidentiajityen in the document Procedures for
University Colleges in Respect of Non-Clinical R&s# Involving Human Subjects, Human
Material and Data.

Payment to Research Subjects

If people taking part in your research are to Heretl any payment or incentive to do so over and
above appropriate expenses, you must explain mhig®ir application. Any form of payment or
incentive to take part will need to be clearly st to the Committee.

Exceptionally, small tokens of appreciation foritakpart in research or small prizes may be given,
provided they are not deemed to amount to an irgpjate inducement to take part.

What happens if | want to publish the research?
There are ethical issues involved in respect ofighing research.

You must tell the proposed research subject inmcv# you have any intention of publishing the
results of the project. You must also explain theelt to which, if at all, any identifying
information about the research subject will appeathe publication. If identifying information
about the research subject is intended to be dalisyou must obtain and keep specific written
agreement to this from the research subject. Riefierthese issues should be addressed in the
information sheet and consent form that are giveinbefore the research starts. This will prevent
any disappointment if the individual, when aske@nachooses not to agree and therefore reduces
the value of the information that can be published.
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In most cases you will not be the only person \aithinterest in publishing the results. Research is
a collaborative activity and, in the case of studsark, supervisors may expect to claim some
contribution.

Informing Research Subjects of Results of Research

You are encouraged to consider the issue of infogmiesearch subjects of the results of the
research or where they may be able to get acce$gstanformation, although research subjects
may not be able to be given their individual resulfaking part in non-clinical research is a
voluntary matter requiring good will on the parttbé community and it is appropriate for research
subjects to be able to receive feedback on resdghmh have been involved in where this is
possible.

Making an application to the College Ethics Commitee

There are five stages in preparing an applicabahé Ethics Committee. These are:

1. Discuss any ethical issues you have about thelum of your research with your co-
investigator(s) and/or supervisor(s).

2. Prepare your submission. Use the proforma pealviny College for your submission

3. Append all ALL required documents.

4. Sign and date the form and ask any co-investigasupervisor to sign. Unsigned submissions
will not be considered. (This may not be applieabthere is an electronic submissions system)

5. Submit TWO copies of your application in time fbe deadline for the next meeting of the
Ethics Committee.

Late submissions

Please note that submissions that are receivetihtdOT be considered until the next meeting of
the Committee, save in the most exceptional cirtantes. Delay in starting research will not
normally be accepted as an exceptional circumstance

It is the applicant’s responsibility to submit apptions timeously and in the proper format. It is
the responsibility of a student’s first named sumsar to draw the student’'s attention to these
procedures.

The College Ethics Committee Meeting

The Committee does not normally interview the resdes or request their attendance when the
proposal is considered, although it may invite theearcher to attend if it is believed this would
assist the Committee. Researchers may also rethwsipportunity to address the Committee.
Members of the Committee must withdraw from consitien of any submission in which they are

researchers or supervisers.

Powers of the College Ethics Committee
The Committee may:

» authorise the research to proceed without requimy amendment. Any such
authorisation is granted on the basis of the pt@scstated on the research submission.
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Any changes must be notified to the Committee (selew) and normally approval
obtained before proceeding.

* require clarification or modification of parts dfe research submission. The Convenor
will generally be granted the authority to apprelve amendments without requiring to
call a further meeting of the full Committee.

» defer consideration of a proposal to a subsequemting if substantial modifications
are required or where significant additional infatian is required

* reject the research proposal in whole or in part

» revoke approval of the research if dissatisfiechwiite conduct of the research or of the
researchers

» refer university students or staff through the W@mnsity’s disciplinary procedures if
issues of concern arise from the research

As part of their assistance to researchers, then@tiee will ordinarily give reasons for requiring
modification to proposals, rejecting them or foraking approval.

The Committee may call for reports on the conduictth® research during projects and on
completion to help the Committee in formulating gisidance and so that the Committee can be
assured that projects continue to conform to aptathical standards. This will not in any way
reduce the responsibility of the researcher to mnsuch conformity.

The Committee will maintain a record of all propdsesearch projects, and may require a formal
report on completion of the project in order to iesw the outcome of the research and its
contribution to knowledge.

Appeals

If you are dissatisfied with the decision made Ihg College Ethics Committee you should in the
first instance discuss this with the Ethics OfficHr discussion is unable to resolve the issue
satisfactorily an appeal from the decision of th&ll€ge Ethics Committee may be made to the
University Ethics Committee. However, it should teted that the University Ethics Committee
will not normally interfere with a College Ethicso@mittee decision to require revisions to the
project, such to amend an information sheet or @un®rm. The University Ethics Committee is
concerned with the general principles of naturatige, reasonableness and fairness of the decision
made by the College Ethics Committee.

Consideration of the application by the UniversityEthics Committee

The University Ethics Committee will provide geneadvice to the College Ethics Committee and

will refer the matter back to them with that advfoe them to make a decision. In such cases, to
avoid additional delay to the applicant, the Catlé&ghics Committee may consider the application
between meetings if necessary.
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