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Discussion on characteristics of FDA guidance for process validation
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Abstract: Effective process validation contributes significantly to assuring drug quality. On January 24, 2011, the process validation
guidance “Process Validation: General Principles and Practices” was issued by FDA. This guidance overviews general principles and
methods of process validation, aligns process validation activities with a product lifecycle concept and with existing FDA/ICH
guidance, including Q8(R2) Pharmaceutical Development, Q9 Quality Risk Management, and Q10 Pharmaceutical Quality System. In
this article, the main characteristics of FDA new guidance for process validation are discussed from the view of technical review.
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