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The activation of clinical trials including investigator-initiated clinical trials is expected to become a driving
force for medical innovation. Meanwhile, human and economic resources are limited in academia. In order to
link the new evidences created from academia to new drug/device development, it is necessary to utilize the
human and economic resources input to clinical trials as efficiently as possible. In the research of FY 2008,
with the theme of " Research on the efficient clinical trial operations according to GCP ", the aim of this
project is to foster an appropriate environment which investigator-initiated clinical trials and so on in Japan

are promoted further.
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Study relating the efficiency of investigator-initiated clinical trials

In order to grasp the current situation of utilization of electromagnetic record, we conducted a web
questionnaire survey, compared the current situation in investigator-initiated trial with company trial, and
extracted current problems.

Research on Quality Management System for investigator-initiated trials

The idea of Quality Management (QM) was introduced in the revision of ICH-GCP, and
investigator-initiated clinical trials must also incorporate the concept of QM and conduct the clinical trials
according to this concept. In order to grasp the current status of risk-based monitoring in
investigator-initiated clinical trials. In FY 2008, the web page published at nine overseas sites were
surveyed preliminary and we searched the description on quality management to see what kind of QM
system they took was examined.

Study on the application of ICH-E6 revision 2 to clinical trials in Japan

Since we obtained up-to-date information on ICH-E 6 Revision 2 through attendance at the ICH Osaka
Conference etc, We conducted survey and analysis on matters to consider in order to comply with ICH-E
6 Revision 2, and carried out ICH-E 6 Revision 2 GCP guidance reflecting the contents and a draft plan
for the related notice were created.

Research on international collaboration in investigator-initiated clinical trials

We conducted a survey on the international multicenter clinical trial starting from Japan in
investigator-initiated clinical trials through Rinshokenkyu-Chiken Kasseika Kyougikai , and clarified
problems in international collaborative research implementation in Japan.

Research on participants safety in investigator-initiated clinical trials

We provided a card with a two-dimensional barcode (QR code) covering clinical trial information
(examination medicine summary, side effect profile, and trial schedule) that was selected through the
nationwide survey, which is a test subject card model. We prepared and announced compensation
guidelines for investigator-initiated clinical trials etc.

Study on improvement of system in academia such as investigator-initiated trial etc.

In addition to this research group, several research groups in Japan participate in order to properly arrange
human resources for efficient implementation of investigator-initiated clinical trials etc., and to study
educational programs and syllabus for nurturing human resources. To this end, an expansion share
research meeting was held. It became clear that the missing fields of the syllabus are (DPM (2) monitor
(3DM etc.

It seems that almost all of the research subjects have reached milestones.
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