AGENDA

Draft

Session 1 — General introduction

= Introduction

=  Terms and Definitions

= Case: Impact Assessments
= GXxP Risks versus IT Risks

Sessions 2- Background for validation
of CS

= EU and US legislation and ;
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= Case: 21 CFR Part 11 scope and
application impact assessment

= Introduction of V-Model

= Define roles and responsibilities
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Session 3- Introduction to GAMP 5

= Introduction to design
qualification (DQ)

= Case: to review a URS

= Introduction to risk management
(ICHQ9)

= General principles of Qualification
(DQ-1Q-0Q-PQ)
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Session 4- More about GAMP 5

= Case: write an OQ-P

= Introduction of Validation Report
=  SOP’s for maintaining compliance
= Quick overview of RC-ECMS

= Evaluation of the course







