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A comprehensive study on the criminal regulations for clinical research: toward
a model law for subject protection

Shiroshita, Yuji
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Since there is no law in Japan directly aimed at protecting human subjects,
it is important to establish a comprehensive human subjects protection law in the form of a review
of the current Clinical Research Act. In such a case, criminal regulations could include the
introduction of penalties for cases in which clinical research lacks substantive justification
requirements, i.e., when it is conducted without satisfying the requirements of subject consent,
medical justificaion, and medical indications (lege artis) . Furthermore, with regard to procedural
requirements, penalties should also be established for cases that infer the non-fulfillment of the
substantive requirements described above.
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