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Keio University has been accelerating the establishment of fundamental function for academic
research organization (ARO) after designated by MHLW as one of the early and exploratory trial
centers in 2011, and then by MEXT as one of the translational research core facilities in 2014.
Keio University Hospital has been also designated as one of the core clinical research hospitals
in 2016 to promote investigator-initiated clinical trials and global clinical trials.

We increased the number of center staffs to 126 including 103 full-time employees and let a
biostatics division become independent. We constructed a document management support system
as well as document sharing server system and performed education and training on staff
members to establish the quality-management system in the center. We also installed a
governance committee for clinical research to support and strengthen the governance of the
director of our hospital. We prepared and publicized the charges for metabolomics-core facility
and also reviewed and modified a fee structure of Phase-I unit for users to access and utilize them
more comfortably. We have been focusing on regenerative medicine and established a committee
for accelerating regenerative medicine within the center and started to prepare SOP specific to
this area to facilitate implementation of clinical trials. We have been constructing Metropolitan
Academic Research Organization (MARC) with around 20 academic institutions consisted mainly
with private medical and dental universities inside the metropolitan area. We started up MARC
with 9 universities at the beginning and organized 3 working groups for research assistant
system, discovering excellent seeds, and education and resource exchange.

We established clear registration and evaluation criteria to select supporting seeds as well as
criteria to terminate the support. We designated a project manager (PM) to each seed and PM
supported each seed comprehensively gaining cooperation with experts on intellectual properties
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and pharmaceutical affairs. We supported 101 seeds including 56 A seeds, 25 B seeds and 20 C
seeds in 2016. After establishing MARC, we received additional 31, 14 and 3 applications for seed
A, B and C, respectively from outside of Keio University in 2017.
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