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Dear Colleague

MULTI-CENTRE RESEARCH ETHICS COMMITTEE FOR
SCOTLAND

Summary

1. This circular sets out the arrangements for the ethical appraisal
of multi-centre research which will come info effect on 1 April 1997.

Background

2. Previous arrangements for ethics committee review of multi-
centre research required every aspect of each proposal to be considered
by every Local Research Ethics Committee covering participating
centres. Although this mechanism reflected the importance of local
review it was a fragmented and time consuming procedure.

3. In order to streamline the arrangements for the ethical appraisal
of multi-centre research, Multi-Centre Research Ethics Committees
(MRECs) are being established across the country, one in Scotland,
one in each of the English regions, one in Wales and one in Northern
Ireland.

4, The membership of the MREC for Scotland is attached.

5. For the purposes of the MREC system, research will be
regarded as ‘multi centre’ if it is being undertaken within 5 or more
LREC geographical boundaries.

6. The MREC for Scotland will receive applications from 1 April
1997.

7. From 1 April, therefore, all applications for ethical appraisal
where the principal research worker is based in Scotland, and which
cover 5 or more LREC geographical areas, should be submitted to the
MREC for Scotland.
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NHS Management Executive
5t. Andrew's House
Edinburgh EHI 3DG

Telephone 0131-244
Fax 0131-244 2683

25 February 1997

Addressees:

For action:
General Managers,
Health Boards
Chief Executives,
NHS Trusts

Eor infonmation:

General Manager,
Common Services Agency
General Manager,

State Hospitals Board

for Scotland

General Manager,

Health Education Board
for Scotland

Executive Director, SCPMDE
To be copied to Unit
General Managers for
information

Enquiries to:

Mrs A J M Palmer
Room 229

St Andrew's House
EDINBURGH EHI 3DG
Tel: 0131-244 2249
Fax: 0131-244 2683

Further copies from:

Mrs C Kelly

Room 227a

St Andrew's House
EDINBURGH EHI 3DG
Tel: 0131-244 2247
Fax; 0131-244 2683
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8. Application forms can be obtained from Mr Peter Reith, Secretary, Multi-Centre
Research Ethics Committee for Scotland, Lothian Health Board, Deaconess House,
148 Pleasance, Edinburgh EH8 9RS (Tel: 0131-536 9021).

Action

9. General Managers are invited to draw this circular and the attached implementation
document to the attention of their Local Research Ethics Committee and to circulate it widely
within their Health Board,

Yours sincerely

Al Speut

DR ALISON SPAULL
Director
Chief Scientist Office
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MREC for Scotland - Membership

Professor James McEwen (Chairman)
Department of Public Health
University of Glasgow

2 Lilybank Gardens

GLASGOW

G12 8RZ

Professor Sheila McLean (Vice Chairman)
School of Law

Stair Building

University of Glasgow

GLASGOW

G12 8QQ

Dr Ross J Taylor
42 Polmuir Road
ABERDEEN
ABI119SY

Miss Margaret Smith

Director of Nursing and Quality
Glasgow Royal Infirmary NHS Trust
84 Castle Street

GLASGOW

G4 0AF

Mrs Joan Munro, MBE

Speech and Language Therapy Services Manager
Highland Communities NHS Trust

Royal Northern Infirmary

INVERNESS

Mrs Laura Mclver

Chief Pharmacist

Stirling Royal Infirmary NHS Trust
Livilands

STIRLING
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Dr P N Rodgers

Consultant Vascular Surgeon
Gartnavel General Hospital
1053 Great Western Road
GLASGOW

G12 0YN

Dr Charles R Gillis

Director

West of Scotland Cancer Surveillance Unit
Ruchill Hospital, Bilsland Drive
GLASGOW

G20 9NB

Mr Ian S Smith
50 Old Edinburgh Road
INVERNESS

Dr Jacqueline McDonald
Roslin Surgery

Main Street

ROSLIN

Midlothian

Ms Patricia Peattie

Vice Principal

Napier University, Craiglockhart Campus
Colinton Road

EDINBURGH

Professor D K Webb
Clinical Pharmacology & Research Centre

Department of Medicine, Western General Hospital

Crewe Road
EDINBURGH
EH4 2XU




Dr Robin G MeCreadie
Director of Clinical Research
Crichton Royal Hospital
Bankend Road

DUMFRIES

DGI1 4TG

Dr Barbara M Holland
Consultant Paediatrician

Royal Hospital for Sick Children
Yorkhill

GLASGOW

G3 8SJ

Mrs Helen Millar
33 Aytoun Road
GLASGOW

G41 SHW
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Rev Thomas W Tait
Manse of Rattray
BLAIRGOWRIE
Perthshire

PHI1 1HF

Rev Frank T Smith
St Paul’s Manse
Park Avenue
DUNFERMLINE
KY12 7HX

Mrs Margaret V Shotter
Department of Mathematics and
Statistics, University of Edinburgh
0Old College, South Bridge
EDINBURGH

EH8 9YL




THE ESTABLISHMENT OF A MULTI-
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MULTI-CENTRE RESEARCH ETHICS COMMITTEE FOR SCOTLAND

Implementation Paper

Introduction

1. This paper describes the new system of ethical appraisal of multi-centre research in
Scotland. It should be read in the context of current guidance on Local Research Ethics
Committees (LRECs) in Scotland set out in circular 1992(GEN)3! issued in March 1992 and
takes account of comments made on the consultation document circulated in May 1996. This
document sets out the arrangements being made in Scotland. Similar arrangements are being
made to establish one multi-centre research ethics committee in each of the English regions,
one in Wales and one in Northern Ireland.

2. Previous arrangements for ethics committee review of multi-centre research required
every aspect of each proposal to be considered by every LREC covering patticipating centres.
Whilst reflecting the importance of local review, it was also a fragmented and time-
consuming approach, which could significantly delay the emergence of potentially important
human research findings. Problems for research workers included the time, expense and
inevitable frustration which resulted from requests for different - often incompatible -
amendments to protocols, and differences in the forms and procedures employed by different
LRECs.

3. The more co-ordinated approach set out in this document will still ensure that LRECs
have autonomy and continue to receive full information on which to base advice relating to
their local populations. It will also reduce time-consuming duplication of work.

4. These arrangements will cover all multi-centre research in the NHS including clinical
trials; records-based, qualitative and Health Services economic research and surveys; and be
able to advise on health-related non-NHS research.

5. Local Research Fthics Committees will retain autonomy in recommending whether
the research should go ahead locally and will remain accountable to Health Boards for
decisions affecting their local populations.

The New System?

6. One Multi-Centre Research Ethics Committee (MREC) will be established in
Scotland, one in each of the English NHS regions, one in Wales and one in Northem Ireland.
An MREC will be an advisory body set up to provide independent advice on the science and
general ethics of multi-centre research proposals. The scope of MRECs consideration of

1 This will be revised in due course to take account of the new multi-centre arrangements.
2 See also the flow chart at Annex A.
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research proposals will be consistent with guidance to LRECs. (‘Local Research Ethics
Committees’ Chapter 3).

7. Each multi-centre research protocol will be considered by one MREC only - usually
the one in which the principal researcher is based.3 4 The advice of that MREC will be given
to LREC:s in every locality involved, not just those within its host region or country.

8. Once MREC approval has been obtained, LRECs in every locality involved will have
the opportunity to accept or reject the protocol for local reasons but will not be allowed to
amend it. LRECs may occasionally need to seek locally applicable amendments which do
not affect the integrity of the protocol, for example information sheets and consent forms in
minority languages. They should do so only when essential. LRECs will be asked to notify
their decisions to the designated MREC within a specified timescale and in particular to give
reasons if they refuse a proposal. Thus the system will incorporate an additional safeguard
which could bring to the attention of an MREC any major points that had possibly been
missed in its consideration of the scientific and wider ethical aspects. The MREC will be
obliged to consider any such poinis.

0. The system will involve rigorous scrutiny of each protocol by the relevant MREC,
including, where necessary, detailed discussion with the principal researcher and/or expert
advisers. It will allow LRECs scope to discuss local matters pertaining to MREC-approved
protocols with the local and/or principal researcher (where the latter can help expedite
clearance). :

10.  MRECs will expect to receive protocols which have already been subject to scientific
assessment (although exceptions will be permitted if there is a satisfactory explanation).
They will be required to take account of such assessments.

D ition of Multj- arch

11.  For the purposes of the MREC system research will be regarded as “multi-centre” if
undertaken within 5 or more LREC geographical boundaries. LRECs may still make
voluntary arrangements whereby one may review research involving 2 to 4 centres on behalf
of them all. (Local Research Ethics Committees para 2.18).

RE bershi

12, The MREC membership requires to reflect a broad range of experience and expertise.
Nominations for members were thus sought from a wide range of bodies representing hospital
medical staff, nursing staff, general practitioners, other NHS professional staff and lay
persons, Experienced LREC members were expected to be likely candidates. At least a third
(but no more than half) of the membership can be lay. Simultaneous membership of an
MREC and an LREC is permissible.

3 Subject to special circumstances described in para 18.
4 These proposals would not affect existing arrangements whereby gene therapy research
proposals are considered by the UK Gene Therapy Advisory Committee.

SDS160PT 2.




13, There was a good response to the call for nominations and members for the MREC for
Scotland were selected from those nominated by an appointments panel comprising chief
professional officers within the Scottish Office Department of Health and representatives of
consumer interests.

14, The chairman and vice-chairman, one of whom is to be lay, have been appointed by
the Chief Medical Officer.

15.  MREC members have been appointed initially for a period of 2 years. Thereafter
terms of membership will be reviewed. The composition of the MREC is set out at Annex B,

countabili Evaluatio

16.  The MREC in Scotland is accountable to the Secretary of State. In practice this
function has been delegated to the Chief Medical Officer, The formal mechanism for
achieving accountability will be an annual report.> This report will be sent to all LRECs in
Scotland, and to other LRECs on request. It will also be available for public inspection.

17. There will be periodic meetings of MREC Chairmen to exchange views and share
experiences.

MREC Cross Referrals

18. If the MREC in Scotland is heavily loaded it could, by agreement between
secretariats, pass work to other MRECs. Proposals could similarly be passed on to another
MREC if it has developed acknowledged expertise in a particular specialised area. Swift and
efficient networking will be essential.

19.  The MREC’s role will not include hearing “appeals’ against the decisions of LRECs
or other MRECs. Any differences of view between a research worker and an MREC should
be resolved through continuing discussions between them. Should it prove impossible to
come to an agreed outcome, referral to another MREC would be permitted, but only with the
agreement of both the initial MREC and the research worker. The advice of the second
MREC will be final.

mmon Application Form, Standard Procedures

20. To facilitate the system, a common application form has been developed. Local
Research Ethics Committees are strongly encouraged to accept local applications on the
agreed form, supplemented with local details as set out on the supplementary form. LRECs
are still free to request further details if they think it necessary. The main and supplementary
forms will be subject to review in the light of experience.

SMinimum details required set out in Annex C.
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21, All MRECs will be expected to meet the same Standards commended to LRECs in the
Standards Framework and will be asked to draw up agreed standing orders {or standard
operating procedures - SOPs). It will be for LRECs to consider whether they should adopt
procedures consistent with those of MRECs. It will be especially helpful to research workers
if, unless there are strong reasons to the contrary, a consistent approach is taken on follow-up
procedures eg frequency of asking research workers for progress reports.

ndin

22.  The Chief Scientist Office is providing the initial funding for the MREC in Scotland
for 1996/97 and 1997/98. When the national Support Fund is fully operational for 1998/99
costs of the MREC will be charged to it.

23.  Responsibility for supporting LRECs in Scotland will remain with Health Boards.

Training

24.  Training for MREC members and administrators will be provided as required. Initial
training of LREC chairmen and members, in the new system, will also be provided.

Legal Liability

25.  In the unlikely event of a claim being brought against an MREC member, the
Department will bear any costs, provided that the member notifies it and assists it in all
reasonable ways. Legal advice available to the Department is that there would be little
prospect of a successful claim against an MREC member for personal injury arising from
research approved as ethical by an MREC. Any negligence claim would lie principally
against the research worker and the NHS body under whose auspices the research took place.

26.  The legal liability of LREC members should similarly continue to be covered by the
Health Board (see Local Research Ethics Committees, paragraph 2.116).

6 Circular 1992 (GEN)3, March 1992.
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ANNEX A

MULTI-CENTRE RESEARCH ETHICS COMMITTEE SYSTEM: FLOWCHART

MRECs/LRECS should ensure that all stages of the process described below are undertaken in a timely and
efficient manner.

SDSS0427

1." Principal Research:Worker submits proposal to MREC for.the
g o i whic ‘ e _

#2;: Designated MREC considers proposal.

(At Step 2 the MREC may discuss the proposal with the
principal researcher and/or seek advice from an appropriate
external expert).

3. : Designated MREC issues decision to Principal Worker.

(If a negative decision is given the principal researcher may
revise the proposal and re-submit as at Step 1. The MREC
response form will give detailed reasons for approval or
refusal of the application)

4, Principal Research Worker sends protocol, MREC Response Form together with
Supplementary Form for Local Arrangements to local Research Workers. -

5. Local Research Worker sends MREC Response Form and endorsed proposal.
together with completed and sngned Supplement 1o approprlate LREC :

6. LRECs consider issues affecting local acceptability.

(At Step 6, LRECs may discuss the proposal with the local
and/or principal researcher. LRECs may also raise
significant general concerns with the MREC through the
administrator).

7. LREC advises local researchers, NHS bodies and the relevant MREC of its
decision. LREC sends copy of i its response and copy of. Supplement to MREC,
together w:th any comments ,

(LRECs may approve or reject a proposal but not amend
it apart from changes, where essential, to the patient
information sheet to reflect local needs. As with local
proposals LRECS should give reasons for rejections).

8. The MREC considers local comments/decisions and may
.- amend its decnsnon in the light of these




ANNEX B

MREC MEMBERSHIP

The table below sets out the composition for the MREC for Scotland. In practice variations
of composition within agreed parameters will be permissible.

Description Maximum No, Minimum No,

General Practitioner 2 1
Nurse/Midwife 2 1
Professional Allied to Medicine 1 1
Clinical Pharmacologist/Pharmacist 2 1
Hospital Consultant 3 3
Public Health Physician/Epidemiologist 1 1
Lay Person 6 4

| Total: 17 E




ANNEX C

CONTENT OF MREC ANNUAL REPORT

The minimum details for the annual report are set out below.
Structure
Names of chairman, vice-chairman and all MREC members.
Disciplines covered by MREC membership.
Name, address and telephone and FAX numbers of principal administrative contact.
Number and dates of meetings held.
List of proposals considered, detailing in each case:
e when received, when considered and when the decision was notified;
e name of principal researcher
o whether transferred in from another MREC;

e whether approved, approved after amendment, approved subject to amendment,
rejected or withdrawn;

List of proposals transferred out, with reason.

Training: any training needs identified or training undertaken.







