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o __ The purpose of this study is to clarify the framework for determining the
justification of clinical trials, in particular, the criminal law significance of "process" In
clinical trials.

The research plan is as follows: (1) to analyze the relationship between substantive and procedural
requirements in German criminal law, (2) to obtain suggestions from discussions on environmental

criminal law and economic criminal law, and (3) to clarify the criminal law evaluation of clinical
trials, focusing on the "process" of patient and subject consents.
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