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1.1 FOR GENERAL CLARIFICATION

1.1.2 Q: What is an appropriate approach for process validation
using ICH Q8, Q9 and Q107

A: The objective of process validation are unchanged when using
ICH Q8, Q9 and Q10. The main objective of process validation
remains that a process design yields a product meeting its pre-
defined quality criteria. ICH Q8, Q9 and Q10 provide a structured
way to define product critical quality attributes, design space, the
manufacturing process and the control strategy. This information
can be used to identify the type and focus of studies to be performed
prior to and on initial commercial production batches. As an
alternative to the traditional process validation, continuous process
verification [see definition in ICH Q8R(2) glossary] can be utilised in
process validation protocols for the initial commercial production and
for manufacturing process changes for the continual improvement
throughout the remainder of the product lifecycle. (October 09)
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