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Summary (

In FY2017, a subgroup consisting of the authors of this paper, and belonging to the national research group for the
international harmonization of regulations to ensure the safety and quality of pharmaceuticals, funded by the Japan
Agency for Medical Research and Development (AMED), has carried out an investigation on the application of
Standards for Exchange of Nonclinical Data (SEND) -based electronic non—clinical data. We examined the possibility
of applying SEND data in the new drug application (NDA) review system, in Japanese regulation for pharmaceuticals,
and also considered how SEND data should be used in drug safety evaluation in general. As a result, a basic policy
regarding the evaluation of drug safety using SEND data has been drawn up, and issues to be considered have been
identified. These include 1) standardization of terminology in toxicity studies, 2) guaranteeing the reliability of SEND
datasets, and 3) ensuring the consistency of the systems for using SEND data among regulatory agencies. The

examination continues, and as a part of the work, we will investigate analytical methods for drug safety evaluation
using actual SEND data (“SEND Trial”).
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