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(3% §k) Efficacy and safety of thalidomide in patients with POEMS syndrome
(J-POST Trial): a phase II/III multi-centre,
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Investigation for the efficacy of a selective aldosterone antagonist

in patients with acute heart failure
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Clinical trial research on efficacy and safety of botulinum toxin A (Botox)
injection therapy into the thyroarytenoid / posterior cricoarytenoid
muscles for spasmodic dysphonia
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ferrous citrate to mitochondrial diseases.
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(3£ &) Phase I study of monoclonal antibody ch14.18/CHO continuous infusion

in patients with neuroblastoma
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(¥ §&) Photodynamic diagnosis mediated 5-Aminolevuric acid (5-ALA) for

peritoneal metastases due to advanced gastric cancer.
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(& FB) Management and adjustment in the investigator-initiated phase II trial
of lenvatinib for metastatic colorectal cancer.
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Children With Recurrent or Refractory CD30-Positive Hodgkin's
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(¥ §%) Randomized, placebo-controlled, double-blind, parallel group
comparative, phase 3 study of granulocyte-colony stimulating factor in
patients with acute spinal cord injury
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(¥ &) Safety and efficacy of honeycomb microporous covered stents
(NCVC-CS1) for the treatment of intracranial aneurysms: a multicenter,
uncontrolled, exploratory trial
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Phase II study of nonsense readthrough compound NPC-14 (Arbekacin
Sulfate) to explore safety, tolerability, and efficacy in Duchenne
muscular dystrophy patients

FeEERRRGE AN EER TR &4

Yasuhiro Takeshima, Professor Department of Pediatrics,
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Study on the efficacy of leuprorelin acetate for the patients with spinal
and bulbar muscular atrophy
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Perampanel for sporadic amyotrophic lateral sclerosis (ALS):

A Multicenter, Randomized, Double-blind, Placebo-controlled, Parallel-
group Phase 2 Trial
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Development of Peptide Vaccination Therapy Targeting Wilms' Tumor 1
(WT1) Gene Products against Malignant Soft Tissue Tumors
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Verification of the utility in indocyanine green fluorescence
lymophography for diagnosis of lymphedema
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Naoki Unno, MD. Associate professor, Second Department of Surgery,

Hamamatsu University School of Medicine
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An investigator-initiated phase II study in pleurodesis forsecondary
intractable pneumothorax with sterile graded talc

HRERY 2 — R TUaRRilR Yoo s

Hideo Saka, Nagoya Medical Center, Chair, Department of Respiratory
Medicine and Medical Oncology
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Placebo-controlled randomized, double-blind study of zaltoprofen

for patients with diffuse type tenosynovial giant cell tumor (Pigmented
Villonodular Synovitis) and unresectable localized tenosynovial giant

cell tumor (tendon sheath giant cell tumor) (Phase II study)
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Study on planning clinical study about helium / oxygen mixed gas for
respiratory failure in children and infants with airway stenotic lesion.
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Department of Paediatric Emergency and Critical Care Medicine,
Tokyo Metropolitan Children's Medical Center, Manager, Naoki
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Clinical Efficacy of Rotablator Atherectomy System for Patients with
Severely Calcified Infrapopliteal Artery Disease
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Maternal-Fetal, Neonatal and Reproductive Medicine, National Center
for Child Health and Development
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Phase II trial of Lenvatinib in patients with metastatic or recurrent
thymic carcinoma; REMORA trial
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Noboru Yamamoto, Chief, Department of Experimental Therapeutics,

National Cancer Center Hospital
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Confirmative study of the effectiveness and safety of transcatheter
closure of paravalvular leaks in high risk patients (RESEAL): A
physician-led clnical trial
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Takeshi Arita MD, PhD. Department of Hematology, Oncology and

Cardiovascular Medicine, Kyushu University Hospital
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Clinical study on the safety and eficacy of valve replacement using fresh
decellularized human heart valve derived from heart transplant
recipient heart valve
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HEL
1) promoting implementation of investigator-initiated clinical trials

Aiming to provide the general public promptly with drugs/medical devices worthy of development
through investigator-initiated clinical trials and for which approval is sought in accordance with the
Drugs and Medical Devices Law so that their proper use will be realized in Japan as promptly as possible,
researchers belonging to relevant specialist medical societies of the Japanese Association of Medical

Sciences (JAMS) implement investigator-initiated clinical trials. In order to support such clinical trials
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in a comprehensive manner, we encouraged the specialist medical societies of JAMS to recommend
candidate investigational drugs/medical devices. As a result, 14 drugs and 7 medical devices were
recommended. The names of the recommended products were published on the website as “A List of
Candidate Investigational Drugs/Medical Devices for Clinical Trials.” We received applications from
those researchers who wished to propose, plan, and implement an investigator-initiated clinical trial of
a drug/medical device chosen from this list, and determined projects to support them based on the results
of assessments by the Clinical Trial Promotion Committee (which consists of external members). We
selected 27 from among the projects for which an application was made; 6 projects on “research related
to clinical trial proposals” (including 4 new projects) and 6 projects on “research related to clinical trial
modification and administration” (including 1 new projects) based on the results of assessments
conducted by the Clinical Trial Promotion Committee at their meetings held 3 times annually, and
supported 32 projects including those we had been supporting since fiscal 2015. Implementation of each
study was managed by the person in charge who maintained close contact with relevant researchers. If
a delay in the schedule was expected, causes of the potential delay and countermeasures were discussed
to prevent the delay. The performance outcomes were as follows: marketing authorization was obtained
for 1 projects (Cultured epithelial autografts (Giant congenital melanocytic nevi ) ); applications for
marketing authorization were filed for 4 projects (Monoethanolamin oleate (Gastric varices) .
Leuprorelin acetate (SBMA). 5-aminolevulinic acid (photodynamic diagnosis for urothelial cancer) .
Rituximab (ITP) ); clinical trial notification was submitted for 5 projects; and consultations with PMDA
were held in relation to 7 projects.
2) Research related to promoting clinical trials

The Representative Researcher has operated the Large-scale Clinical Trial Network to establish a
structure for implementing high-quality clinical trials in Japan, managed the registered institutions,
published 40 newsletters to provide information, and updated the website 340 times. We offered an E-
learning system for personnel training and held 6 meetings/workshops and thereby provided training to
approximately 1,800 people. We developed and made available a cloud system to promote the active use
of IT as a way to enhance efficiency and computerization, and held 52 briefings on the system, resulting
in achieving the goal of increasing its users by 10%. New functions were added to the Clinical Trials
Document Support System (CtDoS2), a cloud system, to support compliance with the ER/ES guidelines
and 21 CFR Part II as well as an electronic signature service. In addition, manuals and procedures were
made available in order to standardize clinical trials. Furthermore, data were saved in distant database
as a measure against disasters and data recovery tests were performed to ensure the continuity of the
project. We carried out public awareness activities on clinical trials 3 times (for approximately 800 people

in total) and supported similar activities 19 times.

10
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