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Standards are being implemented at the back end of EDC (CDISC, HL7) but not currently at the
front end, the user interface. This is an area that receives less attention than it should. Drawing
on the extensive experience of the Panel, the four presentations will discuss key aspects of any
EDC study and will highlight areas where there are challenges and their potential solutions.
During the Panel question and answer session, you will have the ability to tap into this
experience to assist with your approach to EDC and its standardisation.

Dr Emma Banks Head of Data Services, Datatrial Ltd

Mr Birant Osman Group Manager, Clinical Data Manager, Statwood Ltd
Dr Bill Byrom Director of Product Strategy, ClinPhone Group Ltd
Mr Andrew MacGarvey Vice President (Europe), Datatrial Ltd

Mr Rob Nichols Director of Data Operations & Business Systems,

GDRU Quintiles Ltd
Mr Anil Vaidya Biotechnology & Pharmaceuticals Sector Specialist, UKTI
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Introduction Anil Vaidya & Andrew MacGarvey
The Impact of EDC on
Current Monitoring and Site Roles Birant Osman

Abstract: This presentation aims to explore the impact of EDC on smaller and medium sized
CROs and monitoring practices; the changes in the role of monitors from the sites
perspective and the changes in roles for site personnel themselves. Any associated problems

with these issues, and their possible resolutions, will also be discussed.

New Role Models for the EDC Study Team —

Training, Workflow & Service Provision Emma Banks

Abstract: With the increased uptake of EDC in the clinical trials arena, the roles of key team
members will have to evolve to embrace the new technologies and workflows. The
presentation aims to define the potential evolution of roles within the EDC study team and
how workflows can be managed and standardised whilst maintaining a high level of service

provision.

TEA

How to Support the 200 or so
Different EDC Systems Currently Available Rob Nichols

Abstract: The speaker will present a case study outlining how the GDRU Quintiles Phase |
clinical unit, working each year on over 60 different studies, plans to manage the expected
increase in EDC studies. Key has been the development of an in-house solution while

maintaining a flexible approach to working with clients own EDC solutions.

An Integrated Approach to Successful eClinical Trials Bill Byrom

Abstract: This presentation will explore the key benefits of combined data sources and
integrated solutions. Case studies and practical demonstrations will be presented to illustrate
the benefits of integrating Interactive Voice Response (IVR), Electronic Data Capture (EDC)
and Clinical Trial Management Systems (CTMS) — providing Sponsors and end-users with

the tools necessary for enhanced trial management processes.

Panel Discussion

Cold Fork Buffet with Wine
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COST:
The cost of the Seminar (including buffet) is £60 + VAT (CCRA members)
or £90 + VAT (non-members).

TO BOOK:

Please email your booking request (giving number of places required
and details of invoice address) to mail@ccra.org.uk. Telephone bookings
will also be received on 0116 271 9727.

For more detailed information on how membership of the CCRA can specifically benefit your
organisation, please contact us through any of the channels below:

CCRA, PO Box 1055, Oadby, Leicester LE2 4XZ
Tel: 0116 271 9727 Fax: 0116 271 3155 Email: mail@ccra.org.uk
Web site: www.ccra.org.uk

CC RA Clinical Contract
Research Association
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