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ABSTRACT: The new edition of ICH Q2(R2) guideline, made effective in June 2024, shows a significant
regulatory shift in analytical method validation, requiring accuracy and precision to be assessed using confidence
intervals rather than point estimates. This renders previously established and commonly used practices no longer

appropriate, necessitating an adaptation of both acceptance criteria and study designs.

This presentation investigates a simulation-based methodology to determine acceptance criteria for the accuracy
and intermediate precision CV, controlling both producer’s and consumer’s risk.
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