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Present status & scope of innovation in the academic sector
— Where are we now and where should we go? —

Masanori Fukushima
Translational Research Informatics Center, Foundation for Biomedical Research and Innovation

Abstract

During the past 5 years, through the national translational research (TR) promotion program by MEXT
(Ministry of Education, Culture, Sports, Science and Technology), 6 universities and 1 institution
established TR Centers and drug and device development pipelines.

As the result of this 5 year program, at the end of March 2013, 18 seeds derived from the Japan
academic sector are under registered clinical trials, and 4 products have obtained approvals from the
regulatory agency of MHLW (Ministry of Health, Labour and Welfare). Another 4 products are now under
review for NDA (New Drug Approval).

In April 2012, MEXT started the subsequent program which is to accelerate TRs through networking.
In this program, each TR center should start at least 3 IND (Investigational New Drug) trials, and at least 1
global development. The goal of this program is to establish the university hospital alliance for life science
innovation and global network.

This article reviews and takes a close look at innovative infrastructure and its activity in Japan.
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Table 1 Outcomes of drug and device developments of the 1* Program
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Table 2 The 1* Program product list of regenerative medical development
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Table 3 List of items for assessment for the 2" Program; acceleration of TRs through networking
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Table 4 FY2012 Adopted study subjects for Research project to overcome intractable diseases
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Fig. 1 Academia R&D pipeline (by target condition) accomplished in the 1 Program
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Fig. 2 Seeds portfolio of regenerative medicine
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Table 5 Japan Pharmaceutical Affairs Law — international merchandise; ICH-GCP compliant
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Table 6 Health Insurance Act — articles limited to the domestic market
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Table 7 Application of “Project Management”
Objectives management & assessment of accomplishment
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Table 8 Instructions for applicants of national TR Programs by MEXT & MHLW
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Table 9 Documents and deliverables to meet requirements for obtaining funding for R&D
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Fig.3 R&D pipelines management system
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Fig. 4 Advanced Treatment Hospitals across Japan
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Table 10 Self-sustainability and functional enhancement of Advanced Treatment Hospitals
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