VALIDATION 4.0

As a work group within Pharma 4.0™ Special Interest Group (SIG) we work with GAMP SIGs, other The goal of Validation 4.0 is to develop a holistic, harmonized, risk-based approach to validation that incorporates the Pharma 4.0 working model,

ISPE groups, and the industry at large to develop and publish validation guidance for the pharma enabled by Digital Maturity and Data Integrity by Design, to align with, support, and facilitate timely utilization of current and future innovations in the
and biotech industry to allow us to maximise the digital innovation space while maintaining pharmaceutical industry. To enable this, we need to break down the silos among computer system validation, facility, equipment qualification, product
acceptable control and compliance. and process qualification, and the overall quality systems - and silos between manufacturers and regulators.
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