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Early Exploratory Clinicalfiria dm?’

Department of Medical Innovation, Osaka University Hospital

~ From seeds to human clinical trials ~

Osaka University Hospital* has an in-house Early Exploratory Clinical Study

System which aims to develop innovative drugs and medical devices.
*Selected as a “Core Center for Early Exploratory Clinical Trials” in fiscal year 2011.
Approval for core clinical research hospital in 2015 (August 7, 2015)

@Early Exploratory Clinical Study Area

[Clinical Trial Unit, Medical Center for Translational and Clinical Research, Department of Medical innovation]
A unit equipped with 10 beds maximum has been devoted to early exploratory clinical trials (prepared in August 2014).

[Facilities] -Examination room, nurses’ station, 10 beds, shower room, toilet, emergency cart, etc.
[Devices] -Hospital information terminals, freezer, deep freezer, central temperature control system,
refrigerated centrifuge, digital height and weight scale, automatic sphygmomanometer,
Twelve-lead ECG, biological information monitoring, centralized control system, etc.
[Equipment] -Bedside tables, televisions, refrigerators, etc.

Clinical Trial Unit
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Implementation Status

Four early exploratory clinical trials (FIH study) have been implemented using Clinical Trial Unit.
« First PET microdose study at an academic institution in Japan and PET receptor occupancy study (a company study)
«Vaccine study and single intravenous administration study (Investigator-Initiated Clinical Trial)

(as of January 2016)
System

@Education

We provide a variety of educational opportunities to nurture the development of staff members to build the specialized
knowledge and skills required for early exploratory clinical trials.
e GCP seminar, ACLS lectures, and others.

@Member of the Japan Association of Contract Institutes for Clinical Pharmacology (JACIC)

To ensure the safety of healthy volunteers and conduct high-quality clinical studies,
we joined the “JACIC Management System of Clinical Trial Volunteers”.

@Manual preparation

“Manual on Activities Involved in Conducting Early Exploratory Clinical Studies” (2nd Edition created on July 2, 2013) was prepared
to establish specific procedures involved in conducting an early exploratory clinical trial within the hospital.
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