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At Osaka University (OU), in August 2012, we launched the “Medical Center for Translational and
Clinical Research” with a new system integrating the former Medical Center for Translational
Research and the Clinical Trial Division and established a "Department of Medical Innovation" as a
research department of OU hospital together with the Data Coordinating Center. In consequence,
this new system enabled efficient staff allocation, and the implementation of support system for
investigator-initiated trials (IITs) and Phase 1 trials for healthy subjects. We also promoted human
resource development such as CRAs and experts of pharmaceutical affairs. In addition, we completed
developing GMP-compliant facility for in-hospital manufacturing of investigational drugs and
GMP-compliant positron labeling facility. Using such facilities, several trials for healthy subjects
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including FIH trials and PET-microdose trials were carried out. Furthermore, we are promoting cell
processing facility (CPF)'s compliance with GCTP as well as establishment of a mesenchymal stem
cell bank.

To support the research seeds outside OU, we established the Alliance for Clinical Translation of
Japan (ACT japan), concluded university MoUs (14 organizations) and proceeded with seeds
recruitment. In the “Osaka Clinical Research Collaborative Network (OCRCN)” for clinical trials,
OU hospital plays a role as a central Goint) IRB administration. We also started the construction of a
network of affiliated hospitals for clinical research (CR). For subject recruitment promotion, disease
registries for malignant melanoma, ovarian cancer, hereditary Parkinson's disease, etc. were
constructed and operated.

The billing system for research support services was enacted in 2012 as a provision of OU, leading
to the revenue of the TR center. We strengthened the PM system to cope with the increase in IITs. To
ensure the quality of all CR, we entirely restructured the ethics committee system, constructed a
monitoring system for CR, established a subject protection office and audit office, and started
auditing and self-inspection. We also established Industry-Academia Cooperative Cross-Innovation
Initiative, aiming to strengthen collaboration and matching activities.

Through consultation on future medical development, questionnaire survey or recruitment of
category “A” seeds, new seeds to be developed were discovered. Scientific evaluation / advice on drug
discovery and advice on IP strategy were made by seed support committee and intellectual property
strategy meeting, respectively. Under these systems, we carried out IITs totaling 20 on the
development seeds supported by the TR network Program (including those supported also by MHLW
program) in FY2004 - FY2008. We eventually achieved 11 license agreement, 4 advanced medical
technologies, and 3 manufacturing / marketing approvals together with insurance coverage.

As mentioned above, we built up a core center for promoting translational research by implementing
facilities and human resources and provided supports for the development of innovative medical
technology from small compounds, medical devices, to regenerative medicine products.
Implementation of IITs greatly exceeded the target. The infrastructure for self-reliance, such as a

charging system for supportive tasks, has been developed.
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