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Observer: WHO, Health
MHLW}]PAI\;’SIX JPMA Canada, EFTA
Secretariat: IFPMA
- ~N
EU USA
EC/EMEA EFPIA FDA PhRMA

Steering Committee (SC)

T

Expert Working Group (EWG)

Quality

Safety

Efficacy

Multidisciplinary

Implementation Working Group:Q&A for Guidelines



Topics / guidelines

Quality 10 topics / 24 guidelines
Safety 8 topics / 13 guidelines
Efficacy 14 topics / 19 guidelines

Multidisciplinary

MedDRA, eCTD, ESTRI,
EZ2B, CTD, M3




Number of approbed NDA

M Total. NDA

B Based on Bridging Strategy

W Based on GCTs

% of applications basedon

Bridging Strategy or GCTs




1. Global Cooperation Group (GCG: 1999-)

ASEAN RHI)  ICH
DRA) ICH

2. Reqgulators Forum (2008. 6 - )
ICH

RHI: APEC, ASEAN, PANDRA, GCC, SADAC

DRA: Australia, Brazil, China, India, Chinese Taipel,
Singapore, Russia
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GHTF

(Global Harmonization Task Force

EU

http://www.ghtf.org/
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Perspective
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Pan American Health
Organization (PAHO)

e[_atin America Harmonization
Working Party(LAHWP)

*ASEAN Consultative Committee for Standards and Quality
- Product Working Group on Medical Device
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17074 0.2%
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13 3 3735 9.1%
(2009
10 4 1032 7.4
(2001 (2009 (2009
5 8 2587
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Trends of MRCTs including Japan
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1. 3
@ East Asian Pharmaceutical Regulatory Symposium 2008
@ Japan-Korea-China Drug Clinical Trial Symposium 2009

@ Multi-Regional Clinical Trials Seoul Workshop,
highlighting Korea, China and Japan Tripartite
Symposium 2010

2.

China-Japan Symposium on Global Clinical Trials and
Ethnic Factors 2010

3. APEC 2009 & 2010
Multi-Regional Clinical Trials Seoul Workshop
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APEC LSIF (Life Science Innovation Forum)

APEC MEMBER ECONOMIES

{

o U )
[ Leaders Meeting TN

[ Ministerial Meeting ]

[Senior Officials Meeting ] -.... 3

Committee on } i |

Trade and Investment

LSIF

Regulatory Harmonization
Steering Committee (RHSC)
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(2010 9 13-15
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Homepages,
MHLW Homepage: http://www.mhlw.go.jp/english/index.html
PMDA Homepage: http://www.pmda.go.jp/english/index.html



