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RISK BASED ASSESSVMENT (@)
FOR GLP AUDITS OECD

The concept of processes brought by the ISO stdagdand the
business need of optimizing the use of resour@sus toward a
process based inspection concept, driven by thke associated
to the processes

This presentation is aimed to suggest to what &xtbes
P compatible
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GLLP inspections «.
Autherties reguirements;  OECD
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How to define processes (@)
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Categories of processes (@@
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What Is & risk? (@
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Whilchi risks; are in thie
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How to assess risk (@
OECD

Characteristic of the process

History of the process (last 12 months)

Regulatory situation of the process

Process scope

aSSOC|ated Wlth a num ber The process is a component of submitted studies
5 The process supports regulated / submitted studies
fro m a n u me rIC Scale The process supports site Compliance
Total Of num bers The process is outside the scope of compliance
The process contains Animal Welfare component

Co ntrl b Utes to ove ra” Criticality of the process
assessment Failure of the process may negatively affect quality and

integrity of data

Failure of the process may invali

0
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How: to plan the «.
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ISIRISK approeach «.
JGILLP compliant = OECD
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Risk based inspection plan
aevantages: g%
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(@

OECD

And finally, QA continuously improves Its
practices
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« BACK-UP SLIDES
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IHow dees risk management «.
compare to root cause analysis OECD
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Simple Tools
Charting

Brainstorming
Statistical Tools
Risk Ranking/Filtering

Preliminary Hazards Analysis

Moderate QRM Tools
FMEA/FMECA,

HACCP
Variation Risk Management

Detailed QRM Tools

Probabilistic Risk Analysis, Decision Trees,
Event Tree Analysis, Fault Tree Analysis
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