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Training & Personal Development

	GCP 

Update
	This course is essential to everyone that has a contribution to make in our clinical research arena.  It will provide all the latest information on the new regulations, additional requirements for informed consent and the importance of the audit/inspection process. This is an update so a full GCP course must have been attended previously. There are 2 sessions on this day, so add the time of your choice on to the booking form.
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	Date:
Venue:
Time:
Trainer:
	12th November 2009

R & D meeting room, R & D Conference Centre, York Hospital
10am- 12 noon and

2pm - 4pm

Dr Gareth Hayes 



	This course uses a mix of formal presentations, workshops and exercises


	Topics:

	· Principles of ICH GCP
· Refresher on the EU Clinical Trial Directive

· Refresher on the EU GCP Directive

· Safety Reporting
· Informed Consent

· Regulatory Authority Inspections

· Serious Breaches

	Benefits:

	This course uses a blend of trainer input and group discussion to ensure that delegates will be able to:

· Examine key aspects of the Directive's implementation on your clinical research activities
· Challenge and predict how processes will need to alter in line with forthcoming regulatory and legislative changes


	Trainer Biography:


	Gareth Hayes is European Head of Training and Personal Development at Phlexglobal Ltd.  With twenty-eight years industry experience, Gareth continues to be at the forefront of our industry’s training needs specific to research.  He completed the Monograph Communication and Presentation Skills for the Institute of Clinical Research in 2005 and is Co-editor of the Institute of Clinical Research’s Principles of Clinical Research (2001), is author of three chapters (CRA, CTA/SSC, Training and Education) in Careers with the Pharmaceutical Industry (John Wiley 2003).  A Quick Guide to Clinical Trials (edited by Davies and Kermani) published in May 2008 features a chapter by Gareth entitled The Clinical Trial Process: Monitoring. In 2008 he led a team of health professionals in setting up a Forum for Research Nurses across a number of hospitals.

	For more information please contact Fiona Halstead
Email: fiona.halstead@leedsth.nhs.uk / Tel: 0113 2067647
Bookings to be made via the YCRN website - www.ycrn.org.uk and emailed, faxed or posted back to Lynda Hickey at Lynda.hickey@leedsth.nhs.uk Fax - 0113 2068320 or post to YCRN, Level 6 Bexley Wing, St James University Hospital, LS9 7TF
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