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Basic principles for conducting phase 1 studies in Japanese prior to initiating
multi-regional clinical trials including Japan for drugs in which early clinical
development is preceding outside Japan

Q& A for basic principles for conducting phase 1 studies in Japanese prior to
initiating multi-regional clinical trials including Japan for drugs in which early

clinical development is preceding outside Japan
1. Introduction

The possibility for Japanese to participate i Q1 What points should be considered to determine whether the safety of Japanese
significantly affect the success or failure of participants is clinically acceptable and manageable in the multi-regional clinical
where early clinical development is preced trial (MRCT) in which Japan will participate?

global development begins to be considereq (Answer)

provides basic principles for the necessities The risks of the study drug should be comprehensively examined, mainly taking
prior to initiating MRCTs including Japan 1 into account the points described in the following 1) and 2), to confirm that there is
safety of Japanese participants in MRCTs 4 a possibility that the risk for Japanese participants is greater than that for non-
caused by the delay of the introduction of 1l Japanese participants, and then determine whether the safety of Japanese participants

11 the MROT 1 ~linieallyy arecratabhle and mianaoceahle 11 the »ramnced dAacinor
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