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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.

IMSUT Hospital

Center for Translational Research
トランスレーショナルリサーチ・治験センター

Professor	 Fumitaka Nagamura, M.D., D.M.Sc.
Associate Professor	 Masanori Nojima, M.D., Ph.D., M.P.H.

教　授　博士（医学）　　長　村　文　孝
准教授　博士（医学）　　野　島　正　寛

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 
management section.
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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.

Publications

1.		� Adachi Y, Nojima M, Lin Y, Masaki Y, Sasaki Y, 
Nakase H, Wakai K, Mori M, Tamakoshi A; For 
JACC study. Insulin-like growth factor-binding 
protein 3 and incidence of pancreatic cancer in a 
nested case-control study. Jpn J Clin Oncol. 2025 
Sep 18:hyaf146. doi: 10.1093/jjco/hyaf146. Epub 
ahead of print. PMID: 40973159.

2.		� Fujii T, Nogami K, Sawada A, Nagao A, Nagae C, 
Nojima M, Suzuki N, Kawano M, Shimura T, Sug-
ao Y, Amano K. TSUBASA study: evaluation of 
the quality and content of daily life of people with 
hemophilia A without factor VIII inhibitors on 
prophylactic treatment with emicizumab. Res 
Pract Thromb Haemost. 2025 Jul 16;9(5):102971. 
doi: 10.1016/j.rpth.2025.102971. PMID: 40821744; 
PMCID: PMC12356469.

3.		� Iimura Y, Baba K, Furukawa N, Ishibashi M, Sasu-
ga C, Ahiko Y, Monma S, Sakuyama N, Aikou S, 
Shida D, Nojima M, Kuroda S, Boku N. A phase II 
study evaluating the preventive effect of topical 
hydrocortisone for capecitabine- induced hand-
foot syndrome in patients with colorectal cancer 
receiving adjuvant chemotherapy with capecit-
abine plus oxaliplatin (T-CRACC study). Int J Clin 
Oncol. 2025 Nov;30(11):2316-2324. doi: 10.1007/
s10147-025-02857-4. Epub 2025 Aug 14. PMID: 

40810825.
4.		� Shimasaki Y, Nojima M. Positive Impact of Health 

Check-Ups and Guidance in the General Popula-
tion: A Database-Based Cohort Study in Japan. 
AJPM Focus. 2025 Jun 17;4(4):100380. doi: 10. 
1016/j.focus.2025.100380. PMID: 40688470; PM-
CID: PMC12275113.

5.		� Wagatsuma K, Nojima M, Matsumoto T, Matsuu-
ra M, Iijima H, Matsuoka K, Ohmiya N, Ishihara S, 
Hirai F, Takeuchi K, Tamura S, Kinjo F, Ueno N, 
Naganuma M, Watanabe K, Moroi R, Nishimata 
N, Motoya S, Kurahara K, Takahashi S, Maemoto 
A, Hiraga H, Saruta M, Tominaga K, Hisabe T, 
Tanaka H, Terai S, Inokuchi T, Takedomi H, Nari-
matsu K, Endo K, Nakamura M, Hisamatsu T, Na-
kase H; J‐DESIRE Group. Post Hoc Analysis of 
Anxiety and Behavioral Changes in Japanese Pa-
tients With Inflammatory Bowel Disease due to 
the COVID-19 Pandemic: Relationship Between 
Municipal Population at the Place of Residence 
and Anxiety. JGH Open. 2025 Jul 14;9(7):e70209. 
doi: 10.1002/jgh3.70209. PMID: 40666190; PMCID: 
PMC12260211.

6.		� Fujimori M, Toriyabe Y, Sakakibara N, Nojima M, 
Makino S; Hokkaido Association of Hospital Den-
tistry Medication-Related Osteonecrosis of the 

Annual Report 2025（納品用）.indb   282Annual Report 2025（納品用）.indb   282 2026/05/14   10:29:142026/05/14   10:29:14



283

Jaw Research Group. Do Healing Rates Differ Be-
tween Medication-Related and Medication-Unre-
lated Osteonecrosis of the Jaw? J Oral Maxillofac 
Surg. 2025 Sep; 83(9):1143-1156. doi: 10.1016/ 
j.joms. 2025. 05. 023. Epub 2025 Jun 6. PMID: 
40550482.

7.		� Amano K, Fujii T, Sawada A, Nagao A, Nagae C, 
Nojima M, Suzuki N, Kawano M, Shimura T, Sug-
ao Y, Hattori N, Nogami K. TSUBASA Study: 
Evaluating Association of Physical Activity and 
Bleeding Events in People With Haemophilia A 
Without Factor VIII Inhibitors Receiving Emici-
zumab. Haemophilia. 2025 Jul;31(4):703-712. doi: 
10. 1111/hae. 70070. Epub 2025 Jun 18. PMID: 
40534253; PMCID: PMC12311898.

8.		� Iimura Y, Ishiguro H, Hashimoto H, Nojima M, 
Oyamada S, Mori K, Ariyoshi K, Kuroda S, Hirak-
awa S, Fujiwara N, Yokota T, Zenda S, Matsuoka 
H, Boku N. A randomized, double-blind, place-
bo-controlled phase III study evaluating the pre-
ventive effect of diclofenac cream on capecit-
abine-related hand-foot syndrome: study protocol 
of J-SUPPORT2401/JORTC-SUP06 (J-DIRECT). Int 
J Clin Oncol. 2025 Aug;30(8):1553-1561. doi: 
10.1007/s10147-025-02789-z. Epub 2025 May 14. 
PMID: 40369354; PMCID: PMC12296980.

9.		� Miyagami T, Nishizaki Y, Shimizu T, Yamamoto Y, 
Shikino K, Kataoka K, Nojima M, Deshpande GA, 
Naito T, Tokuda Y. Evaluating the Use of a 
Note-Taking App by Japanese Resident Physi-
cians: Nationwide Cross-Sectional Study. JMIR 
Form Res. 2025 May 9;9:e55087. doi: 10.2196/55087. 
PMID: 40344204; PMCID: PMC12083735.

10.	�Adachi Y, Adachi Y, Nojima M, Lin Y, Sasaki Y, 
Yamano HO, Nakase H, Wakai K, Mori M, Tama-
koshi A; for Japan Collaborative Cohort (JACC) 
study. Associations between Serum Insulin-Like 
Growth Factor-Related Molecules and Colorectal 
Cancer Risk by Tumor Location: A Nested 
Case-Control Study. Digestion. 2025;106(5):450-
461. doi: 10.1159/000545457. Epub 2025 Mar 25. 
PMID: 40132573.

11.	�Wagatsuma K, Nojima M, Matsumoto T, Matsuu-
ra M, Iijima H, Matsuoka K, Ohmiya N, Ishihara S, 
Hirai F, Takeuchi K, Tamura S, Kinjo F, Ueno N, 
Naganuma M, Watanabe K, Moroi R, Nishimata 
N, Motoya S, Kurahara K, Takahashi S, Maemoto 
A, Hiraga H, Saruta M, Tominaga K, Hisabe T, 
Tanaka H, Terai S, Inokuchi T, Takedomi H, Nari-
matsu K, Endo K, Nakamura M, Hisamatsu T, Na-
kase H; J‐DESIRE Group. Post Hoc Analysis of 
Anxiety and Behavioral Changes in Japanese Pa-
tients With Inflammatory Bowel Disease due to 
the COVID-19 Pandemic: Relationship Between 
Municipal Population at the Place of Residence 
and Anxiety. JGH Open. 2025 Jul 14;9(7):e70209. 

doi: 10.1002/jgh3.70209. PMID: 40666190; PMCID: 
PMC12260211.

12.	�Nojima M, Kimura T, Aoki Y, Fujimoto H, Hayas-
hi K, Ohtake J, Kimura-Asami M, Suzuki K, Uray-
ama K, Matsuura M, Sato T, Masuda, K. A Metab-
olomics-Based Approach for Diagnosing NAFLD 
and Identifying Its Pre-Condition Along the Po-
tential Disease Spectrum. Livers 2025;5(1):12.

13.	�Adachi Y, Nojima M, Lin Y, Sasaki Y, Yamano HO, 
Nakase H, Wakai K, Mori M, Tamakoshi A; for Ja-
pan Collaborative Cohort (JACC) study. Associa-
tions between serum insulin-like growth factor-re-
lated molecules and colorectal cancer risk by 
tumor location: a nested case-control study. Di-
gestion. 2025 Mar 25:1-19. doi:10.1159/000545457. 
Epub ahead of print. PMID: 40132573.

14.	�Fujikawa H, Tamune H, Nishizaki Y, Nagasaki K, 
Kobayashi H, Nojima M, Sekine M, Shimizu T, 
Yamamoto Y, Shikino K, Tokuda Y. Association 
between residents’ work hours and patient care 
ownership: a nationwide cross-sectional study in 
Japan. BMC Med Educ. 2025 Mar 15;25(1):385. doi: 
10.1186/s12909-025-06941-1. PMID: 40089705; PM-
CID: PMC11909906.

15.	�Jimbo K, Nojima M, Toriuchi K, Yamagishi M, Na-
kashima M, Yamano Y, Uchimaru K, Nannya Y. 
Long-term kinetics of proviral load in HTLV-1 car-
riers: defining risk for the development of adult 
T-cell leukemia/lymphoma. Biomark Res. 2025 
Feb 26;13(1):34. doi: 10.1186/s40364-025-00747-5. 
PMID: 40012084; PMCID:

16.	�Kazuaki Fujita, Ryosuke Ikeguchi, Tomoki 
Aoyama, Takashi Noguchi, Koichi Yoshimoto,  
Daichi Sakamoto, Terunobu Iwai, Tetsuya  
Miyamoto, Yudai Miyazaki, Shizuka Akieda, 
Tokiko Nagamura-Inoue, Fumitaka Nagamura, 
Koichi Nakayama, Shuichi Matsuda. Efficacy and 
safety of Bio 3D conduits composed of human  
umbilical cord-derived mesenchymal stromal 
cells: A proof-of-concept study in a canine ulnar 
nerve defect model. Cell Transplant 2025  
Jan-Dec: 34: 9636897251361711. doi: 10. 1177/ 
09636897251361711. Epub 2025 Aug 3.

17.	�Terunobu Iwai, Ryosuke Ikeguchi, Tomoki 
Aoyama, Takashi Noguchi, Koichi Yoshimoto, Da-
ichi Sakamoto, Kazuaki Fujita1, Yudai Miyazaki, 
Shizuka Akieda, Tokiko Nagamura-Inoue, Fumi-
taka Nagamura, Koichi Nakayama, Shuichi Mat-
suda. Nerve regeneration using a Bio 3D conduit 
derived from umbilical cord–Derived mesenchy-
mal stem cells in a rat sciatic nerve defect model. 
PLoS ONE 19(12): e0310711. https://doi.org/ 10. 
1371/journal.pone.0310711

18.	�岡田美和子 大学附属病院において治験を受託研
究として行うことの妥当性に関する検討 大学経
営政策研究　15:1-17, 2025

Annual Report 2025（納品用）.indb   283Annual Report 2025（納品用）.indb   283 2026/05/14   10:29:142026/05/14   10:29:14




