13™ August 2015

Dr Esther Crawley
CFS Paediatrics
RNHRD, Bath

Dear Esther
RBB 453 -MAGENTA

Thank you for your application for approval of the above project. The study has been reviewed and
approved. The Royal United Hospitals Bath NHS FT will act as sponsor.

Details of this project will be entered onto the RNHRD database. The reference number for your project is
RBB 453 and this should be used in all correspondence. A short progress report will be required annually
or at the end of the project, whichever occurs first.

All research approved by the R&D Committee should follow good clinical practice and adhere to the
systems in place for Research Governance. All Principal Investigators must undertake Good Clinical
Practice training and are responsible for ensuring that their research staff have received appropriate
training,

You are responsible for ensuring that, all participants sign informed consent {(whenever applicable) and
that the protocol agreed by the local research ethics committee is adhered to by yourself and any co-
workers. You are also responsible for uploading any recruitment figures onto the EDGE database and
please ensure this is done on a regular basis. The RNHRD R&D office can help with this if required.

You are required to provide us with information about any amendments to the protocol, changes in
funding, personnel or end date and any research-related adverse events. Any staff working on this study
at this site must be issued with a contract with RNHRD {honorary or substantive) or Letter of Access before
they commence work on the study at this site. Please make sure that the RNHRD is acknowledged on all
academic papers which may he written as a result of this research,

In addition, other information may be requested from time to time and a lay summary of the results will
be requested from you at the end of the study. This study may be subject to audit by the R&D Office.

We wish you well with this research.

Yours sincerely

Jane Carter, RNHRD R&D Manager
Cc: Amberley Brigden/Lucy Beasant
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