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(¥ F5) Early-phase / Exploratory or International-standard Clinical Research
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(3% §&) Investigator-initiated Clinical Research of Medical Devices,

Intractable Diseases and Orphan Diseases
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(3% &) Tohoku University Hospital, Director, Nobuo Yaegashi
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(3% §%) Multicenter Double-Blind Randomized Controlled Trial to Evaluate
the Effectiveness and Safety of Extracorporeal Shock Wave Therapy

to the digital ulcers of Systemic Sclerosis
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Clinical Research, Innovation and Education Center, Tohoku University

Hospital, Special Appointed Professor, Tomonori Ishii
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(¥ 5 Development of ultra miniature fiber-optic pressure sensor
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Graduate School of Biomedical Engineering, Tohoku University
Professor, Youichi Haga
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53 FRAIFSE (AAGEE) ROE—2 — & W@l (CE LA BR AL E O B %
BAJE R4 (& F5) Development of vibrating scaler using an electric rotating mass for
aged person
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ArE &k K4 : (B¢ 5B) Department of Periodontics and Endodontics, Tohoku University School
of Dentistry, Senior Lecturer, Shigeru Shoji
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A R4 (& F&) Establishment of detection and treatment method on lateral canal
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AriE % K4 @ (3% 3B) Department of Periodontics and Endodontics, Tohoku University School
of Dentistry, Senior Lecturer, Shigeru Shoji
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BAFEREEA (3% §%) Generation of an innovative rehabilitation system using a novel
high-frequency pulsed magnetic stimulator for facilitating functional
independence of stroke hemiplegic patients
WFSEBA S S H (A AGE
Bz
Arlg & K4

WAL R RFPBEE TF R ) N T — 3 VE T Hy
HiL fh—
(& FB)

Graduate School of Biomedical Engineering, Department of Physical,
Tohoku University, Professor, Shin-ichi Izumi
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Development of the orthodontics acceleration vibration device

HAL R PR Bt PSR 5H D ks By B Bz (iR M7
Division of Orthodontics and Dentofacial Orthopedics,
Tohoku University Graduate school of Dentistry

Professor, Teruko Yamamoto

HAZTEE RN & 2 Bz i IEIE; o0 RS e T2 1 oD B 5%
The development of diagnostic device for skin cancer in early stage by

effective thermal conductivity using a guard-heated thermistor probe.
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Department of Dermatology, Tohoku University Graduate School of

Medicine, Assistant Professor, Taku Fujimura
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Development of novel bine regeneration therapy using three

dimensional tissue engineering technology.
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Operative Dentistry, Department of Restorative Dentistry,
Tohoku University Graduate School of Dentistry

Professor, Masahiro Saito

0ddi FEKIFHHEREREA @ 7= 8 D Fiber—-Optic Pressure Sensor
Manometry (FOPS) @ Bf &
Development of a new sphincter of Oddi manometry device;

Fiber-Optic Pressure Sensor Manometry.
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Department of Gastroenterology, Tohoku University Graduate School

of Medicine, Professor, Tooru Shimosegawa
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Phase 2/3-clinical trial of N-acetylneuraminic acid for GNE myopathy
K 7H)
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Department of Neurology, Tohoku University Graduate School of
Medicine, Professor and Chair, Masashi Aoki
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BSS AR AE A - (& F&) Treatment of Intestinal failure asocial liver disease using fish oil based
injectable lipid emulsion
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Department of Pediatric Surgery, Tohoku University Graduate School
of Medicine, Associate Professor, Motoshi Wada, M.D. PhD.
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Based on the research project ‘Investigator-initiated Clinical Research of Medical Devices,
Intractable Diseases and Orphan Diseases’, the CRIETO had supported 14 researches (11 of
Medical Devices, 3 of Intractable Diseases and Orphan Diseases) in FY 2016. The overview of

progress and achievement of each research is as below.

Researchl. Trial has finished and clinical trial overall report was completed. Materials for
approval is now prepared with cooperation companies.

Research2. Development for cardiovascular application has been performed in collaboration
with companies.

Research3. We had done the clinical trial study and got good clinical results. We will continue
to negotiate with the company.

Research4. We had a meeting on the development of medical device with PMDA. And we got
the suggestion about non-clinical test. We will apply for an approval during 2017.

Research5. We clarified the outline of data package necessary for regulatory approval, identified
data to be collected, and made a protocol for data collection.

Research6. We completed a clinical study and performed the re-analysis of the data of the non-
clinical study. Based on these data, we began to make the clinical trial protocol. Furthermore,
according to the advice of PMDA we are making the data package.

Research7. To apply our system to clinical use, we have started clinical trial since January 29th,
2017. We have already performed 20 cases of melanoma and non-melanoma skin cancer.

Research8. Nonclinical was performed to evaluate scaffold ability. The data that claimed
priority was applied to PCT application.

Research9. For solving issues in the field of gastroenterology, we developed a new medical device
using a fiber-optic sensor. We conducted in vitro studies before a clinical trial.

Research10. Following Tohoku University Hospital, we added sites (NCNP, Nagoya University,
Osaka University, Kumamoto University) and completed the registration of all 20 cases, of which 3
completed the double-blind phase.

Researchl1l. According to the PMDA consultation on R&D strategy in February and March 2017,

we are going to proceed to clinical trial consultation on study protocol in detail.

In addition to above, three other researches had been supported by this project and gotten the grants
of Center for Clinical Trials, Japan Medical Association and other program of AMED. Even though
they had been removed from this project in the middle of FY2016, in this program, the research
planning investigator-initiated clinical trial could begin to prepare and the research implementing a
clinical research could accelerate subject enrollment or execute the Joint Research Agreement with a
company. It means that every research had been driven by supports of this project to make clear
progress for the future practical application.
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Saito S, Ishii T, Kamogawa Y, et al
Extracorporeal Shock Wave Therapy for Digital Ulcers of Systemic Sclerosis: A Phase 2
Pilot Study. Tohoku Journal of Experimental Medicine. 2016, 238(1), 39-47.
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1) Kikuchi T, Ikeda R, Oshima H, Takata I, Kawase T, Oshima T, Katori Y, Kobayash T.
Effectiveness of Kobayashi plug for 252 ears with chronic patulous Eustachian tube.
Acta Otolaryngol. 2017, 137(3), 253-258.

2) Ikeda R, Kikuchi T, Oshima H, Miyazaki H, Hidaka H, Kawase T, Katori Y,
Kobayashi T. Computed tomography findings of the bony portion of the Eustachian tube
with or without patulous Eustachian tube patients.

European Archives of Oto-Rhino-Laryngology. 2017, 274(2), 781-786.
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Interface Oral Health Science 2016 Innovative Research on Biosis-Abiosis Intelligent
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