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Guaranteeing Quality for Audit Success

Compliance with the complex regulations and high expectations of clinical
research seems more and more difficult to guarantee without huge
investments in time and resources. Our speakers today will highlight these
challenges and pinpoint real-life solutions from their experience of GCP
Auditing and FDA Inspections.

As these talks will show, becoming and remaining compliant need not be as
difficult as you imagine. Efficient training of staff and good preparation can be
the first step to guarantee a continuous quality and successful audits and

inspections.
10:00 - 10:15 Welcome and Coffee
10:15—-11:00 GCP Audits and FDA Inspections — The Key to Success
Speaker: Dr Barbara Schnurr
Director of Quality Management, Harrison Clinical Research Group
11:00 — 11:30 Lean Operations and Training as a Means to Achieving Sustainable
Quality
Speaker: Mr Werner Stilmant, MSc, MBA
Managing Director of Harrison Clinical Research Benelux
11:30 — 12:00 Training as the Engine of Continuous Quality
Speaker: Mr Gerald van Roey, MphEd
Trainer at the European Centre for Clinical Research Training (ECCRT)
12:00 Lunch
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