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You are invited to join us at the QRCC seminar titled:

“Sponsor Oversight of Outsourced Clinical Trials”

Date: Thursday 30th November 2023
Time: 9.00am to 1.45pm (seminar includes a light lunch)
Venue: QRCC, Silvaco Technology Centre, St Ives, Cambridgeshire, PE27 5]L
Cost: £250 plus VAT (cost includes refreshments)
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The Agenda will include the following:

e Oversight responsibilities from a Sponsor’s perspective - challenges & best practices.
e What are the oversight responsibilities for Sponsors outsourcing clinical trial
activities?
e What Quality Management System does a Sponsor need to ensure oversight activities
are managed effectively and documented appropriately?
e What does Sponsor oversight entail? To include the following topics:
o Selecting and qualifying the CROs/3rd party vendors to manage your trial.
o Managing and overseeing the CRO/3rd party vendor teams.
o Reviewing CRO/3rd party vendor generated documentation including Clinical
Trial Applications.
o Sponsor oversight documentation — how to file/what to file.
o Ensuring the quality and completeness of outsourced Trial Master Files.
o Medical oversight requirements.
e An opportunity to network and discuss challenges and issues with colleagues.
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Current List of Speakers:
Patrick Round, Independent Consultant, Patrick Round Consulting (Guest Speaker)
Alex Gage, Director & Head of Clinical Operations, QRCC
Vicky Lock, Senior Clinical Project Manager, QRCC
Jo Woodward, Senior Clinical Research Consultant, QRCC
Luci Mansfield, Senior Clinical Project Manager, QRCC
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Who should attend:
This seminar is applicable to those colleagues who are overseeing the conduct of clinical trials
undertaken by 3rd party vendors.
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A certificate of attendance will be provided for all delegates.
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BOOK YOUR PLACE NOW: e-mail: enquiries@qrcc.co.uk or phone: 01480 309349
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