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(3% §&) Support program for ensuring safety of clinical research of unapproved
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(32 FE) Development of innovative and optimal medical treatment with secured

safety and scientific validation
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(3£ FE) Research Institute for Diseases of the Chest, Graduate School of
Medical Sciences, Kyushu University, Professor; Center for Clinical
and Translational Research, Kyushu University Hospital, Chief,
Yoichi Nakanishi
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1. Fortifying Management of Safety Information from Clinical Trials
Function of “Safety Information Management Office” was strengthened. In addition, “Safety
Information Management Committee” was newly installed in order to independently evaluate
safety information such as SAEs from clinical trials for necessary preventive action.
Two “Trial Managers“ (MDs or DDSs in charge of clinical trial control) were assigned at every
department which exercises clinical practice in order to collect safety information from its own
clinical trials exhaustively.

2. Formulation of Safe and Scientific Research Support System for Extramural Clinical Trials
ARO liaison office for research support was fortified for designing, conducting, analyzing (biostat),
monitoring and auditing clinical trials in response to intra/extra-mural researchers’ demand.

3. High Risk Medical Procedure Evaluation System
A new committee called “new medical procedure review board for high-level difficulty” was installed
to independently evaluate the safety, efficacy and clinical implication of high risk procedures in
clinical trials besides an IRB.

4. Accelerating Innovative Medical Technology Development
Systematic reinforcement of CRC dept., data center, monitor/audit dept. and IRBs was carried out
to accelerate development of innovative medical technologies. Publicity activities were also
strengthened for lay citizens as well as health professionals to the same end.

5. Fast and Smooth Commencement of Clinical Trials based on Patients’ Demands
An ex-PMDA reviewer and a clinical trialist were assigned to support researchers who are planning
clinical trials based on patients’ demands. Protocol templates, SOPs, checklists and internal MOUs
were created for the purpose of those trials.
A public domain EDC,was validated systemically to reduce trial expenditure for the sake of

patients.
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