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Executive Summary

Validation of GxP systems is required to assure they are fit for intended use and compliant
with applicable regulations. However, the same rigor is often applied to all system changes—
regardless of potential impact. This stifles change and culminates in stagnant systems and a
growing gap between what the solution delivers and the needs of the users or business.

With cloud solutions requiring more frequent, mandatory updates, a streamlined change
management process is essentiak This position paper proposes a risk-based approach to
manage GxP system configuration changes and release updates without compromising the
quality of the “system product” or the integrity of the validated state, and is developed to align
with ICH Q7, ICH Q9, ICH Q10, and GAMP 5. While the scope of the paper was developed
specifically for Veeva Vault configuration changes and release management, the principles
and methodology can be applied to a wide range of GxP systems.
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4 Applying a Practical Risk-Based Approach

4.1 Methodology M m
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4.1.5 Selecting the Right Tool
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4.3 Exampleyof a Change Matrix
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5 Critical Touch Poirlts .
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6 Summary
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About Veeva Systems

Veeva Systems Inc. is a leader in cloud-based software for the global life sciences industry.
Committed to innovation, product excellence, and customer success, Veeva has more than

950 customers, ranging from the world’s largest pharmaceutical companies to emerging biotechs.
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