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Context

analytical methods validity

* E.Q.: US. - u ,u—LSL}
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Cpk = min[

o Key Issue:
— works well with high sample size
— Validation (very) small sample size
— Validation model: Random one-way ANOVA




Objective

Index for arandom one-way ANOVA model

= Cpk-tol:
Cpk —tol =min USL_’UA 'U_LSLA
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Simulations
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Conclusions

= Using the common Cpk index: 50% risk of making the
wrong decision

= Cpk-tol index controls well the costumer risk (i.e. the risk
to conclude the method is capable while it is not capable)

= The producer risk (i.e. the risk to conclude the method is
not capable while it is truly capable) is relatively high.

= However this risk can be reduced by increasing the
sample size of the method validation
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