Japan

Seizing opportunities in the second largest innovation
driven pharmaceutical market globally

Japan Global Position 2020

Japan continues to be the 2nd ranked pharmaceutical market for
R&D driven companies across major product segments
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IQVIA

Japan Health Ministry and other initiatives Japan has an accelerated review system that
to reward Innovation have directly targets investment in innovation and unmet
improved patient access to more effective medical needs offering expediated timelines
therapies faster than 10 years ago and additional protection
[4 Priority review
Average development Average approval Products indicated for serious diseases or with
time (Mths) time (Mths) efficacy/safety superior to existing products

[/ Conditional early approval
Confirmatory trials are difficult to conduct due
and clinical trials other than confirmatory trials
have shown efficacy and safety

[ Products targeting orphan diseases
Number of patients is less than 50,000 or
designated as intractable disease based on low
possibility of development

2008 2018 2009 2019 [ sakigake system
Innovative products indicated for serious
Introduction of PMDA consultation 2nd fastest behind disease having prominent effectiveness and
services to support clinical development USA

contributes to faster timelines

development and NDA in Japan ahead of, or

simultaneously with, other major markets

Source: Various. IQVIA Solutions Japan. Japan Thought Leadership Team analysis.



IQVIA Japan
Leading CRO in Japan among both
local and global CROs 25+ years experience

Providing all functions and services for sponsors to

successfully navigate the regulatory processes and 6 strategic locations
perform high quality clinical development in Japan

: 4,900+ employees
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IQVIA Japan Cca Pa blllty From molecule to market - IQVIA’s end-to-end support in Japan
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