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INTRODUCTION

Advancing through “Life Science
Harmonization”

Science
0066
Enhancing
Life
o IRMA

Evidence of Enhancing Life : Discharged Patients

= PRMA:
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Talking Outlines.....

Perspectives from Benefits to Patients

Environment
Matters concerned

Challenges

W=

Doing it !

PRMA :

1. Environment
Worldwide Pharmaceutical Market

900 [ Trend : Growing
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1. Environment (2)

Why Asia is important in Drug Development

B Largest portion of global population
W Approximately 30% of the World Population

B Most exploding drug markets

B Good drug R&D environment (speed, cost,
quality, motivation, etc.)

Positive impacts on Global Drug Development

Dr. S.Toyoshima, PMDA

s YBMA: 7

1. Environment (3)
R&D Investments
Trend : Innovation Crisis

More Money
FGERE 1 Boghenmeestic Carparies’ Irvestrierd in RSO Famaire Srong
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1. Environment (4)

Trend : Innovation Crisis (2)
Less Products : *Number of drugs approved has been

# of drugs approved by FDA™ ..
declining

B NME™
B BLA™
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2008

*1 FDA http://www.fda.gov/cder/rdmt/NMEapps93-06.htm
http://www.fda.gov/cder/rdmt/InternetNMEQ7.htm
hitp://www.fda.gov/cder/rdmt/InternetNMEOS. pdf

*2 NME: new molecular entity

*3 BLA: biologic license applications

PRMA ;

1. Environment (5)

Total Healthcare Costs
Trend : Increasing

us emam
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Increase!
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