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Advisory Document of the Working Party on Good
Laboratory Practice on Quality Assurance and GLP
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® OECD-GLPGD NO.17 “Computerised system”

A risk based approach should be applied to define critical process parameters
and the actions used to monitor each process to ensure it remains in a state of control
throughout the life cycle of the computerised system.

® OECD-GLPGD NO.19 “Test Items”

Adoption of a risk-based approach to decision making should also serve to
ensure that the test item is what it purports to be and is suitable to fulfil the objectives
of the study.

® OECD-GLP GD NO.22 “Data Integrity”

The guidance aims to promote a risk-based approach to the management of data
that includes data risk, criticality and life cycle.
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