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Type I Error (nominal α 0.05)
Since in reference-scaling BE-limits are random variables, the patient’s risk might be compromisedABEL (EMA)• Example: 4-period 2-sequence full replicate design
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Type I Error (iteratively adjusted α)
Proposed alternative:Decreasing the level of the test in the critical region (CVwR, n)• Example cont’dABEL (EMA) RSABE (FDA)
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Backup slide (iteratively adjusted α)
Proposed alternative:Decreasing the level of the test in the critical region (CVwR, n)• Example cont’dABEL (EMA) RSABE (FDA)
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