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Validation as a Process

In today’s rapidly evolving life sciences landscape, treating validation as a series of isolated projects is no longer optimal.
Validation is a core competency of an organization’s quality management system (QMS) that brings together multiple process
areas to demonstrate compliance. By looking at Validation as a coordinated, ongoing process within the QMS, we promote
proactive management of validation activities and deliverables, allowing for the development of metrics for measuring key

process indicators (KPI).
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o # of records by type
o # of requirements
e # of test scripts
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« Validation Plan
« User Requirement Spec.

« Functional Requirement Spec.

« Configuration Spec.

 Test Protocol

 Test Scripts

« Trace Matrix

« Validation Summary Report
« Validation Certificate

« New or Modified Procedures
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