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#&) Multicenter, randomized, open—label study to compare immunoglobulin

to immunoglobulin plus cyclosporin A combination therapy in

patients with severe Kawasaki disease.
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PL  F&) Chiba University, Graduate School of Medicine, Department of Public
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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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(€ F&) Chiba University, Graduate School of Medicine, Department of

Immunology, Professor, Shinichiro Motohashi

(AAEE) SRR T LEORI 635 NKT #ife 2 FH v 72 S il e

(# &) The double-blind, randomised controlled phase II study of the
adjuvant therapy using alpha—galactosylceramide pulsed antigen
presenting cells for patients with head and neck mucosal melanoma

followed by standard therapy.



WHFERAsE S 4

e ek K4

Sy ST

PIERRE A

ui

WFERR S S 1R

PTE ik K4

Sy BRI

PHsERRE S

WFFEBHFE A

e ek K4

(AAGE) THERFERFAGCEAIESE B AR, - SSEEEL: 2% MASE#

(#  F8) Chiba University, Graduate School of Medicine, Department of
Otorhinolaryngology, Head and Neck Surgery, Professor, Yoshitaka
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(&  EE) A phase I study of combination therapy with intratumoral

administration of dendritic cells and radiation for far advanced

esophageal cancer
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¥& FE) Clinical research for auto—transplantation of lcat—gene transduced
preadipocytes in patients with familial lecithin—cholesterol

acyltransferase (LCAT) deficiency

(HARGFE) TERFZRFPLEFZENE MIaEENEY: Bd% AT KA
(3%  FE) Chiba University, Graduate School of Medicine, Department of Clinical

Cell Biology and Medicine, Professor, Kotaro Yokote
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We managed following eight projects for achieve the goal. To manage each projects, we needed
to correct many issues and solved them timely. As ARO staffs, we have participated in the
formulation of protocol and took charge of the project coordinating office, case registration,
central monitoring and statistical analysis. Each study has appointed clinical research
coordinators.

First project, Prof. Satoshi Kuwabara (Chiba University) started the study for Japanese
POEMS syndrome with new medication trial for compassionate use in 2015. The study is keep
running to registrate patient for comppasionate use.

2nd project, Prof. Kuwabara started on a prospective, multicenter, Phase II study to evaluate
the safety and the efficacy with new medication in patients with severe Guillain-Barre syndrome
in 2015. Last patient out was in 2016 and we are now in the prosess of writing the clinical study
report.

3ed project, Prof. Akira Hata (Chiba University) started on the Multicenter, randomized, open-
label study to compare immunoglobulin to immunoglobulin plus new medication combination
therapy in patients with severe Kawasaki disease in 2014. Patient registration and the study has
finished in 2016. For promoting the registration, we added to study sites, shared information
among the study sites by newsletters and investigator meetings, distributed pamphlets at
Japanese Society of Kawasaki Disease annual meeting.

4th project, in 2015, Prof. Seiji Ohtori (Chiba University) and other investigators started on
the randomized, placebo-controlled, double-blind, parallel group comparative, phase 3 study of
new medication in patients with acute spinal cord injury. The study is under patient recurument.

5th project, Prof. Shinichiro Motohashi (Chiba University) started on alpha-galactosylceramide
pulsed DCs in patients with NSCLC in 2012. Patient registration has finished in 2015 and has
moved on the observation period for two years.

6th project, Prof. Yoshitaka Okamoto ( Chiba University ) started on the double-blind,
randomised controlled phase II study of the adjuvant therapy using alpha-galactosylceramide
pulsed antigen presenting cells for patients with head and neck mucosal melanoma followed by
standard therapy in 2013. Patient registration will be continued until next year..

7t project, Prof. Hisahiro Matsubara (Chiba University) started on “A phase I study of
combination therapy with intratumoral administration of dendritic cells and radiation for far
advanced esophageal cancer” in 2012. Patient registration and the study has finished in 2015.
Investigator is making the clinical study report.

8th project, Prof. Kotaro Yokote (Chiba University) started on clinical research for auto-
transplantation of lcat-gene transduced preadipocytes in patients with familial lecithin-

cholesterol acyltransferase (LCAT) deficiency in 2016. This clinical research is continuing.
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