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Abstract: The statistical methods for validation and evaluation of performance parameters of analytical procedures
in domestic and foreign regulations and/or guidelines were summarized. The issues to obtain more reliable
performance parameters by risk analysis, experimental design, sample size calculation, and results calculation
evaluation were also discussed.
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Fig. 1 Experimental design for procedure validation and flow chart for performance parameter calculation
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Fig. 2 Fishbone diagram of each influencing factor in procedure validation
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Fig.3 Experimental design for procedure validation
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