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Dear Professor Griffiths

Study title: British Association of Dermatologists Biological
Interventions Register

REC reference: 07/MREO08/9

Amendment number: Amendment Three 13/05/08

Amendment date: 13 May 2008

The above amendment was reviewed at the meeting of the Sub-Committee held on 09
September 2008.

Ethical opinion

The amendment (Amendment three dated 13 May 2008) sought approval for a number of
revisions to the current approved trial protocol, as follows: -

1. To correct omissions and inaccuracies in the Protocol and align discrepancies between
the NHS REC application form and Protocol.

2. Toinclude recommendations by the Steering Group.

3. To provide clarification on sections related to audit and relationships with interested
parties, e.g. BAD and Pharmaceutical Companies.

It was noted that full details of, and justification for, each of the proposed changes had been
provided, and that a copy of the revised Protocol had been submitted for review.

The Sub-Committee could identify no ethical issues with the proposed amendment.

The members of the Committee present gave a favourable ethical opinion of the
amendment on the basis described in the notice of amendment form and supporting
documentation.

This Research Ethics Committee is an advisory committee to North West Strategic Health Authority

The National Research Ethics Service (NRES) represents the NRES Directorate within
the National Patient Safety Agency and Research Ethics Committees in England



Approved documents

The documents reviewed and approved at the meeting were:

Document Version |Date

Covering Letter: From Kathy McElhone, BADBIR Study Co- 23 May 2008
ordinator

Notice of Substantial Amendment (non-CTIMPs): 13 May 2008
Amendment Three 13/05/08

Protocol 12 13 March 2008

Membership of the Committee

The members of the Committee who were present at the meeting are listed on the attached
sheet.

R&D approval

All investigators and research collaborators in the NHS should notify the R&D office for the
relevant NHS care organisation of this amendment and check whether it affects R&D
approval of the research.

Statement of compliance
The Committee is constituted in accordance with the Governance Arrangements for

Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Committees in the UK.

| 07/MRE08/9: Please quote this number on all correspondence |

Yours sincerely

Noel Graham
Deputy Committee Co-ordinator

E-mail: noel.graham@northwest.nhs.uk



Enclosures: List of names and professions of members who were present at the
meeting and those who submitted written comments

Copy to: Kathy McElhone
BADBIR Study Co-ordinator
ARC Epidemiology Unit
The University of Manchester
Stopford Building
Oxford Road
MANCHESTER
M13 9PT

Dr K Shaw

Head of the University Research Office
University of Manchester

Christie Building

Oxford Road

MANCHESTER M13 9PL



North West Research Ethics Committee

Members Attendance Sheet — 9 September 2008 Sub-Committee Meeting

Member Profession In Written
attendance comments
submitted
Mrs Arlene Blanchard Lay Member v
Mr James Bruce Consultant Surgeon
Ms Chris Burgess Lay Member

Professor Caroline Carlisle | Professor of Education in
Nursing and Midwifery

Dr Brian Faragher Medical Statistician

Dr Sally Furnish Chartered Clinical v
Psychologist

Dr Ravi Gulati Consultant Physician v

Dr Donal Manning Chairman v

Consultant Paediatrician

Dr Cameron Munro General Practitioner

Mrs Margaret Norval Chief Pharmacist v

Dr Fiona O’Neill Medical Sociologist /
Bioethicist

Professor Elizabeth Perkins | Lay Member

Mr Alan Rigby Medical Statistician

Dr Tim Sprosen Vice-Chairman v
Medical Researcher /
Epidemiologist

Mr Robert Woodwards Consultant Oral & v

Maxillofacial Surgeon

Observers:

Dr Henry Mwandumba Clinical Senior Lecturer v
& Consultant Physician

Professor Peter Heasman Chair, Northern & v
Yorkshire REC - NRES
Chairs’ Appraiser

Professor Alan C Roberts Chair, Bradford REC - v
NRES Chairs’ Appraiser

Sub-Comm Members Attendance Sheet - 09-09-08




