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Our mission is to assist the development of translational research. For this purpose,
it is critical to discover new “seeds” and to eradicate blockades until the clinical
utilization. We also assist the conduct of clinical trials at IMSUT Hospital. At IMSUT
Hospital, we work together with the staffs of Center for Translational Research.
Concurrently, to concur blockades on translational research, we have been
engaging in research on regulatory science and biostatistics.

1. Assistance of Clinical Trials/TRs at Research
Hospital

Masanori Nojima, Fumitaka Nagamura

At IMSUT Hospital, we work together with the
staffs of Center for Translational Research. The assis-
tance of Translational (Clinical) Research Coordina-
tors is indispensable for the conduct of clinical trials,
especially for TR. The activities of Coordinators are
the results of the collaboration between Division of
Advanced Medicine Promotion and Center for Trans-
lational Research. In 2023, we supported 4 sponsor-in-
vestigator clinical trials.

2. Approach for epigenome and multi-omics re-
search by methodology of bioinformatics and
biostatistics

Masanori Nojima

Epigenome and multi-omics research using clini-
cal samples in collaborative study or public database
of comprehensive omics-analysis. We are now focus-
ing on the multi-omics approach integrating DNA
methylation, mRNA expression, and miRNA, and
building statistical models to assess functional link-

age.
3. Statistical consulting for basic research
Masanori Nojima

For basic researchers, we suggest exploratory sta-
tistical approach and molecular epidemiological ap-
proach.

4. Statistics and Quality control in Clinical Trials

Masanori Nojima, Mitsumi Tokunaga, Fumitaka
Nagamura

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

[Data management]: Planning, EDC and CRF prepa-
ration, registration, allocation, database management,
data cleaning, coding

[Monitoring]: Monitoring for drug management
[Statistics]: Planning and perform for statistical analy-
ses, Sample size calculation.
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5. Areview of criteria strictness in “Toxicity Grad-
ing Scale for Healthy Adult and Adolescent
Volunteers Enrolled in Preventive Vaccine
Clinical Trials”

Masanori Nojima, Fumitaka Nagamura

To assess safety in vaccine development, stricter
grading scales, such as the “Toxicity Grading Scale
for Healthy Adult and Adolescent Volunteers En-
rolled in Preventive Vaccine Clinical Trials” issued by
the U.S. Food and Drug Administration (FDA grad-
ing scale), are required. However, concern exists that
their strictness may lead to an overestimation of some
adverse events (AEs). We analyzed the details of AEs
in a phase I clinical trial of a preventive vaccine for
infectious diseases. In this trial, we observed the high
occurrence of Grade 1 or greater AEs in hemoglobin
changes from baseline value, and hypernatremia, and
hypokalemia by FDA grading scale. The range con-
sidered as non-AE according to the FDA grading
scale shifted or became narrower when compared to
reference intervals, especially for a Japanese cohort.

Regarding a decrease in hemoglobin from baseline,
the criterion of “any decrease” used for a Grade 1 AE
was too strict and we suggest this be omitted. Upper
and lower limits of AE criteria for sodium and potas-
sium should be equal to, or 10-20% above, the refer-
ence interval consistent with other toxicities deter-
mined by laboratory tests. Consideration should be
given to the issues surrounding the criteria that deter-
mine AEs before conducting clinical trials.

6. Approach for epigenome and multi-omics re-
search by methodology of bioinformatics and
biostatistics

Masanori Nojima

Epigenome and multi-omics research using clini-
cal samples in collaborative study or public database
of comprehensive omics-analysis. We are now focus-
ing on the multi-omics approach integrating DNA
methylation, mRNA expression, and miRNA, and
building statistical models to assess functional link-
age.
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