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In the current fiscal year, we continued our efforts towards the establishment of human ES cells
as establishment and stock preparation of new human ES cells, and the preparation of stock by
stable human ES cell culture method as in the previous year. Specifically, in order to establish
and distribute human ES cells for clinical use, compliance with guidelines on the establishment
of ES cells is confirmed by the establishment body and the medical institution to be provided for
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ethical review I received it. In order to confirm the minister of the establishment research plan,
preparation for confirmation application to the Ministry of Education, Culture, Sports, Science
and Technology and the Ministry of Health, Labor and Welfare was completed. We launched a
new ethical procedure prescribed in "Guidelines on Establishment of Human ES Cells" by the
Ministry of Education, Culture, Sports, Science and Technology and the Ministry of Health, Labor
and Welfare. In addition, based on the biological raw material standard (September 26, Heisei
16, Ministry of Health Notification No. 375), "Law concerning securing safety of regenerative
medicine etc. (25th November, Law No. 85)", And ICH Q5 (Guidelines on quality of biological
products) were extracted. In addition, we will work with members of academia, administrative
and industrial organizations that we organized last year to prepare clinical application guidelines
for bank making, and utilize the Clinical Application Guidelines Working Group to build a
cooperative and cooperative system with related organizations. We continued our overseas trend
survey. We also conducted research on building an archival system for clinically used regenerative

medical products.
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