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Summary：The “Guideline for Bioequivalence Studies of Generic Products” has been partially revised and stricter 
control of the type I error rate is required. According to the revised guideline, if the type I error rate is maintained at 5％ 
overall, interim analysis and sample size re-calculation can be performed in a bioequivalence study. Kieser and Rauch 
have shown that conventional approaches such as group sequential and adaptive designs can be applied to this type 
of bioequivalence study. In addition, Maurer et al. modified the Combination Test addressed by Kieser and Rauch and 
proposed a new algorithm for sample size re-calculation.
This paper explains statistical issues in bioequivalence studies in which interim analysis and sample size re-calculation 
are performed and summarizes the approach proposed by Maurer et al. as one of the applicable methods.
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要旨：「後発医薬品の生物学的同等性試験ガイドライン」が一部改正され，第一種の過誤確率を厳格に制御するこ
とが求められるようになった．改正後のガイドラインでは，試験全体の第一種の過誤確率が 5％に維持されていれ
ば，生物学的同等性試験において中間解析やサンプルサイズの再計算を行うことができるとされている．Kieser and 
Rauchは，このような生物学的同等性試験に，従来の群逐次デザインやアダプティブデザインの手法が適用できる
ことを示した．さらに，Maurer et al.は，Kieser and Rauchが取り上げた Combination Testを修正し，サンプルサ
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中間解析，サンプルサイズ再計算を伴う生物学的同等性試験における 
統計的課題
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