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management section.

Our primary mission is to support the conduct of clinical trials, particularly sponsor-
investigator clinical trials based on Translational Research (TR). Our roles on TR
range from providing advice on intellectual property acquisition to preparing for and
supporting the conduct of clinical trials. Our center comprises a coordinator section,
an administrative section, a data management/biostatistics section, and a project

1. Promotion of Translational Research at IMSUT
Hospital

All members of staff.

We have an unwavering commitment to deliver-
ing novel therapies through translational research. To
advance basic research findings into clinical applica-
tions, we offer investigators the following services:

1. Planning research and development (R&D) strate-
gies, including the selection of target diseases,
product design planning, and clarification of devel-
opment pathways;

2. Providing opportunities to consult with appointed
patent attorneys regarding the acquisition and
maintenance of intellectual property rights, as well
as patent strategies;

3. Providing information necessary for the preclinical
phase of R&D, including regulatory affairs and pre-
clinical study requirements;

4. Encouraging investigators to consult with regulato-
ry advisors at the Pharmaceuticals and Medical De-
vices Agency (PMDA) in a timely manner;

5. Participating in meetings between investigators
and regulators to support investigators in address-
ing issues raised during these meetings;

6. Advising on clinical trial design to ensure that fea-
sible and scientifically sound trials are conducted;

7. Reviewing clinical study protocols, informed con-
sent forms, and related documents prior to Institu-
tional Review Board (IRB) review to ensure the
quality of clinical trials conducted at the IMSUT
Research Hospital;

8. Assigning Translational Research Coordinators
(TRCs) to each translational research project during
the clinical trial phase. TRCs help patients partici-
pating in clinical trials understand study protocols
and cope with negative emotions, including fear,
confusion, and depression, and also provide sup-
port to investigators.

2. Statistics and Quality control in Clinical Trials

Masanori Nojima, Koshi Kataoka, Shiori Sato, Fu-
mitaka Nagamura

We have planned and performed data manage-
ment, monitoring, and statistical works in clinical tri-
als.

[Data management]: Planning, EDC and CRF
preparation, registration, allocation, database man-
agement, data cleaning, coding

[Monitoring]: Monitoring for drug management.

[Statistics]: Planning and perform for statistical
analyses, Sample size calculation.
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3. Support for the investigator-initiated clinical
trials under an Investigational New Drug Appli-
cation

All members of staff

Our mission is to develop efficient approaches for
conducting investigator-initiated clinical trials under
Investigational New Drug (IND) applications in or-
der to promote translational research. In 2025, we
supported five sponsor-investigator—initiated clinical
trials through site management and project manage-
ment, including trial preparation. These clinical trials
included: an oncolytic virus therapy for malignant
melanoma; an oncolytic virus encoding the bevaci-
zumab gene for glioma; an adjuvant vector vaccine
against SARS-CoV-2 for heavily treated patients with
B-cell malignancies (conducted at another institu-
tion); a gene-modified measles virus vaccine for nec-
tin-4—positive tumors; and dendritic cell therapy for
adult T-cell leukemia/lymphoma (ATLL).

4. Management of “Translational Research Pro-
gram” of Japan Agency for Medical Research
and Development.

Miwako Okada, Fumitaka Nagamura

The Ministry of Education, Culture, Sports, Sci-

ence and Technology launched the “Translational Re-
search Network Program” to promote translational
research based on findings from basic science in aca-
demia. In 2015, this program was transferred to the
Japan Agency for Medical Research and Development
(AMED) and has since been expected to support
translational research projects, from basic science
through the acquisition of intellectual property to the
early stages of clinical trials.

In 2025, under this program, we supported 26 ba-
sic research projects (20 from institutions other than
IMSUT), 8 preclinical studies (2 from institutions oth-
er than IMSUT), and 12 clinical studies (5 from insti-
tutions other than IMSUT). The number of studies we
support has been increasing year by year, necessitat-
ing more efficient organizational operations.

5. Statistical consulting for basic research
Masanori Nojima

We provide consulting services for study design
and statistical analysis across a wide range of research
fields, including clinical research as well as basic
medical and biological research. Through these con-
sulting activities, we have collaborated with other
members of IMSUT and with researchers at external
institutions.
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