
Appendix 7 Approval letters

The ethics committee approval (initial approval letter and approval for final amendment), MHRA approval
letter and regulatory approvals are attached.

a) 

DOI: 10.3310/eme05030 EFFICACY AND MECHANISM EVALUATION 2018 VOL. 5 NO. 3

© Queen’s Printer and Controller of HMSO 2018. This work was produced by Norman et al. under the terms of a commissioning contract issued by the Secretary of State for
Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

287



APPENDIX 7

NIHR Journals Library www.journalslibrary.nihr.ac.uk

288



DOI: 10.3310/eme05030 EFFICACY AND MECHANISM EVALUATION 2018 VOL. 5 NO. 3

© Queen’s Printer and Controller of HMSO 2018. This work was produced by Norman et al. under the terms of a commissioning contract issued by the Secretary of State for
Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

289



 
 
 
 
21 October 2013 

 
Professor Jane Norman 

 

Dear Prof Norman 
 

 
The above amendment was reviewed held in correspondence by the Sub-Committee. 

Ethical opinion 

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

 
 
 
 
 
 
 
 
 
 
 
 
 
 

Chairman Dr Ian Zealley 
Vice-Chairman Dr Colin Selby
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The documents reviewed and approved at the meeting were: 

 

Document Version Date 
Covering Letter 04 October 2013 
European Commission Notification of Substantial 
Amendment Form 

04 October 2013 

Letter to woman from sites V1 30 September 
2013 

Expenses Letter at 2 years V1 26 September 
2013 

Protocol with and without tracked changes V15 04 October 2013 
 
 

 
The members of the Committee who took part in the review 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. 

 

 
This Committee is recognised by the United Kingdom Ethics Committee Authority under 
the Medicines for Human Use (Clinical Trials) Regulations 2004, and is authorised to carry 
out the ethical review of clinical trials of investigational medicinal products. 

 
The Committee is fully compliant with the Regulations as they relate to ethics committees 
and the conditions and principles of good clinical practice. 

 
The Committee is constituted in accordance with the Governance Arrangements for 
Research Ethics Committees and complies fully with the Standard Operating Procedures 
for Research Ethics Committees in the UK. 
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We are pleased to welcome researchers and R & D staff at our NRES committee 
members’ training days – see details at http://www.hra.nhs.uk/hra-training/ 

 
 

Yours sincerely 
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Scotland A REC 
 

Attendance at Sub-Committee 
of the REC meeting 

 
Name Profession Capacity 
Dr Anthony Pottage Retired Physician/Clinical 

Pharmacologist 
Expert 

Dr Colin Selby Consultant Physician Expert 
Mrs Margaret Thomson Retired Lay Plus 

 
Also in attendance: 

 

Name Position (or reason for attending) 
Dr Alex Bailey Scientific Officer 
Mrs Dorothy Garrow Sub-Committee Coordinator 
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