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Japan — The Land of Opportunity
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Global Market ($600Billion, 2006)
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= Japanese history of Drugs development strategies
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The first decadal change The second decadal change
Started Approved Guidance and
Japanese Bridging recommendation
GCP process Studies

of Global studies

Strategies

Global + Japanese
data for filling

Japanese alone studies
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) n CRO Industr
CHILTERN Japanese SHHY

o Japanese CRO industry recognized in late 1990s
o Early 1990s saw predominantly Japanese local studies

o With revision of GCP Guidelines in 1998, more multi-national trials are
conducted in Japan

0 Japanese Pharma companies expanded their clinical research
activities — from local to global

o Phase | — mostly done in Japan / Western Countries
o Phase Il - IV —Japan, USA, Europe, Asia
o Many global CROs have set up their operations in Japan

o Few local players having a spread of operations in Asia
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o Japanese CRO industry revenue in 2008- JPY 102512 mi

o Break up of the 2008 sales revenue:
0 73% from Japanese Sponsors
0 27% International Sponsors

o Break up across functions

o Clinical 81%
o Medical devices 2%
o Food & Supplements 1%
o SMO & Site Services 2%
o Pre-clinical 2%
o BABE, Lab, EDC, QC, Training 12%

Source: JCROA
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-JEHILTERN Japanese CRO Industry

Movement of Sales Amount and Number of Employees

Sales Amount N # of Employees —ilh—
[Py Million) b

2005 2006 2007 2008 2009 ESTIMATE

Source: JCROA
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o Break up of Clinical Development
CHILTERN Revenue

2008 Clinical Development Revenue 83 K mi JPY

Others Phase |
12% 4% Phase Il
20%

Phase IV
25%

Phasel lll
39%

Source: JCROA Others: BA BE studies, EDC, Training, QC
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Japanese Pharma Sponsoring Asian Studies
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No of industry sponsored trials
Japanese Pharma Korea  Tawan  China HongKong India  Australia
Astella 22 18 9 1 1 15
Daiichi 4 5 8 6 4
Dainippon Sumitomo 1 1 1 3
Esai / / 6 1 8 23
Otsuka 36 5 16 2 5 4
Taiho 1 2 2 1
Takeda 4 3 1 1 13 17
Kowa 1
Mitsubishi 1
Total 75 41 43 6 37 64

Source: www.clinicaltrials.gov
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CHILTERN Challenges for Asian Drug Development

o0 Regulations and systems in each country are different
o0 Regulatory timelines vary

o Style of working varies — cultural understanding essential
— expectation mismatch

o0 A great challenge to handle logistics - import / export —
local distribution

o Communication - language barrier— fluency in English

o EDC - Infrastructure, language, training, connectivity,
preference for a specific EDC platform

UNDERSTANDING ?

Early Phase | Global Clinical Development | Late Phase | Biometrics | Medical and Regulatory Affairs | Resourcing Solutions



|

— Global Study
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Global + Japan Clinical Trials
(US FDA / EMEA / PMDA)

Aeior Global
countries (FDA)
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CHILTERN Asian situation of GCP

ICH GCP
(KR etc.)
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- Global Pharma—Global CRO— Japanese CRO
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“cuiterny Global Pharma— Japanese CRO

Global Japanese

Pharma CRO
Headquarters
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— Global CRO and Japanese CRO co—
CHILTERN working process

Japanese CRO I

IND Holder is Affiliate company of Global Pharma in Japan.

Global Pharma

Safty reports are filed to PMDA through IND holder company. ‘
Monitoring report and SDV

process will follow Japan
style and Global standard.
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EHILTERN Communication between CRO and Client
Japanese
affiliate
=" Affiliate company is
Contract v IND holder in Japan.

Japanese

CRO

Contract

In Japan, Japanese affiliate is IND holder, but

there is no contracts between Japanese

affricate and Japanese CRO.
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—— Investigational drugs
— gy .
CHILTERN delivery

In Japan

Global

Storage

Central Export Affiliate
Storage Import company
inJapan
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CHILTERN Compensation situation

€ In Japan, IND holder should take the
insurance to cover all accident during
clinical study period.

€ IND holder should show the insurance
endorsement to each site’s IRB.

& On the other hand, IND holder should
cover all treatments costs of enrolled
patients.
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Benefits of Partnering with Japanese

CHILTERN CRO

o

o

Help expand your access to an important hub of research
Access to a large pool of patients in Asian region

Easily integrate global requirement of scientific research
Mitigate risk though cost effectiveness & quality research
Provide local regulatory expertise

Local logistics support - import / export — local distribution

Cross-regional business development support
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Thank you

Dr Umakanta Sahoo
umakanta.sahoo@chiltern.com
Mob: 91-9769621733
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