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(& FE) Support program for ensuring safety of clinical research of unapproved
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[In English]

The Clinical Research Core Hospitals designated under the Medical Service Act are expected
to undertake high-risk clinical research, including Category-B Advanced Medical Technology
trials that evaluate non-approved drugs and medical devices. Therefore it is particularly
important for these hospitals to secure the systems for research participants’ protection and

proper operation thereof.

For this reason, we worked on the development of the framework to secure the highest safety
of the research subjects participating in intramural Specific Clinical Research conducted on
unapproved drugs and devices by implementing efficient collection and unified management of
safety information, as well as its proper utilization by objective and scientific evaluation. In
addition, we enhanced the support function for other institutions expected for the Clinical
Research Core Hospitals by providing consultation on proper handling of safety information to

secure the safety of extramural clinical research

Through these efforts we strengthened the safety assurance framework for research subjects
and actively promoted Specific Clinical Research projects. The items specifically addressed this

fiscal year are as follows.

I . Strengthening the system for ensuring safety of research subjects as a Clinical Research

Core Hospital



1 Enhancement of the management system for safety information on clinical research
A) Introduction of training on safety information for hospital staffs
B) Development of database on safety information of drugs evaluated in the intramural
clinical research
C) Efficient collection and utilization of academic safety information

2 Unified collection and evaluation system for safety information on unapproved drugs and
devices.
A) Education of methods to collect and evaluate safety information on unapproved drugs
and devices
B) Training for experts involved in safety information handling
C) Database development on drugs and relevant information evaluated in intramural
clinical research

3 Development and management of safety information evaluation framework

4 Introduction of a document development system for quick initiation and efficient operation
of clinical research using unapproved drugs and devices based on patients' need without
compromising safety

5 Introduction of a document management system for prompt and proper handling of safety
information for Investigator-initiated registration trials and Category-B Advanced Medical
Technology trials

II. Establishment of consultation and support system for other institutions on clinical research
safety
1 Providing functions for consultation and support

2 Introduction of support tools for facilitating consultation and support
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