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Implementing a periodic validation review program: A case study

Charles Stock
Integrated Project Services Inc., USA

Problem Statement: For a multi facility and site sterile products manufacturer,

o Regulatory Agencies require us to have a Periodic Validation Review Program
o What does “periodic” mean?
o How to develop a defendable rationale behind the actual program
o How do we get started and maintain it without draining our resources

What Attendees will Learn: Develop an understanding of how to,
o Define this program to align with Regulatory expectations
o Align this program with the new FDA Process Validation requirements and current owner validation programs
o Leverage existing review programs like environmental monitoring, annual product reviews, product trending reports,
maintenance and calibration reports to reduce redundancy
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