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Establishing an ARO - An Experience

Yuji Kumagai
Executive Director
Kitasato Academic Research Organization

Japanese Clinical Trials Viewed by  KitARO

Asian Countries
B

* India — the magnet

* South Korea —the runner up

e China —still in transition

* Taiwan — already in the mainstream

 Philippines, Thailand and Malaysian -moving ahead

e Japan —in isolation
— Despite being a leading economic power, the number of multi-

national study sites in Japan is similar to the Philippines, Malaysia,
Thailand and Hong Kong. Interestingly, three Japanese sponsors are
among the top 25 most trial active in the world, namely Takeda,
Astellas and Eisai. Yet together, only 3.5% of their 4,412 sites are
located to Asia, with less than 1% of those outside Japan. Clearly,
Japan has its own individual agenda.

Source: Clinical Trial Magnifier Vol. 1:5 May 2008

Kitasato 100X 50
Plomcer the Neat




Japan, Islas Galapagos of KitARO
Drug Development
eSS e e R e e I SR T e
A long history of domestic developments only

in Japan.
Reluctant attitudes in accepting foreign data.
Non existence of IND system

Lucky circumstances of education in mother
tongue.

— These factors led to isolation from global
developments.

Contribution of Japanese Researches KitARO

to International Journals
W e

Contribution Number
Basic Medicine
Cell 7.3% 4th
Nature 6.7% B
Science 6.6% 5th
L
NEJM 1.7% 12th

Seisakuken-News Oct 2008
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“Chi-ken”, the specific system in Japan KItARO

Organization

W O T
Clinical Study

Chi-ken Rinsho-kenkyu
BER (R19) EREREAZE (44 )
(Sponsor-initiated CT) (Investigator-initiated CT)

Control Pharmaceutical affairslaw  Medical Act

Purpose Gathering information for =~ Medical Research
NDA (Never use for NDA)
(use for NDA only)

Notification Submitted to PMDA No need

Investigator Physician Physician

Regulation Under GCP Non-GCP

Pharma As a sponsor Prohibited to contribute

companies by law

Organization

Trends of CTN in Japan
T e T |

600 -
a9 - 52.qn time CTN
500 -
450 418
400 - 383 362 365
350 -+
300 -
250 First time CTN
200 - 159 165
150 -+ 112 112 129 128 129
100 - 5 65 64
wI||I|||I|||||||
0 4 : , ,
9 10 12 13 14 15 16 17 18 19 20 21 22 23

Fiscal year of Heisei




- . KitARO
Increasing Varieties of CTs &t

Long term

Character building of safety studies

drug
Confirmatory studies

Dose finding studies

PK/PD studies

i .
|
e-IND studies Special population
; POC studies studies
MOA studies

|
Microdose studies |

| Drug interaction studies

Keio University, Center for Clinical Research

Center for Support and Education of Clinical Research

Core Research Centers
Accredited by MHLW

National Cancer Center

National Cardiovascular Center

National Center for Neurology and Psychiatry

International Medical Center of Japan

National Center for Child Health and Development )
Chiba University Hospital Clinical Research Center ) Gt
Qita University, Faculty of Medicine v (
Kitasato University, School of Medicine S el ’qr

ORVERS
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