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Measures aiming for development originating in Japan and Japan’s participation in simultaneous

1) Concentrated Research
Financing

+ Prioritization and expansion of
budgets related to the development
of pharmaceuticals and medical
devices

+ Creation of organizations to
moderate the focal R&D by
business-academia-government
collaborations

+ Deliberations on the improvement
and enhancement of the R&D tax
system

2) Nurturing Ventures, etc.
+ Expansion of research funds

+ More common use of
facilities/equipment, etc.

+ Development of a system to
support commercialization,
utilization of retired human
resources, improvement/
development of hotlines, etc.

+ Deliberation of support for
application fees

+ Deliberation on measures to
invigorate the delivery of medical
device materials/parts

3) Improvement of the Clinical

Research/Trial Environment
- Promotion of international clinical trials

-+ Development of 'medical clusters' that promote
clinical and practical research through close
cooperation between business, academia and
government, primarily centering on the National
Center for Advanced and Specialized Medical Care,

in order to address conditions that significantly affect

the national populace

- Development of translational research centers,
centers for regenerative medicine and the clinical
research system

+ Centralization of clinical trial sites, creation of
networks and increased use of IT with a primary
focus on the medical clusters

+ Development and securing of physicians as well as
HR able to support clinical studies

- Efforts to improve the assessment of clinical
achievements by physicians, etc.

+ Promotion of rationalization of clinical research
regulations

5) Faster and Better Reviews

+ Shortening of the time to launch a new drug
by 2.5 years (elimination of the drug lag)

+ Doubling in the number of new drug review
staff (in 3 years by 236) and improve the
review quality

+ Clarification of the ideal review process and
review standards as well as improvement of
GCP utilization

+ Creation of guidance on international clinical
trials, implementation of a priority clinical trial
consultation system

+ Deliberation on the introduction of joint clinical
trial consultation by review authorities in
Japan, Europe and the U.S.

+ Promotion of clinical trial/research
rationalization and simplification, while
maintaining the safety of medical devices

+ Expansion and improvement of medical
device review staff

+ Improvement in the operation of medical
device GCP

4) Collaboration with Asia

+ Promotion of joint research on important
diseases/conditions

- Joint research on methods to utilize data gathered in
East Asia

6) Appropriate Assessment of
Innovations

Deliberation on more appropriate assessment of
innovative pharmaceuticals in relation to the drug
pricing system, etc.

7) Public-private dialoque

Intensified collaboration between related
ministries, research institutes and industries

Implementation of regular public-private
dialogue




A roadmap to the primary activities in the 5-year strategy (I)

FY2007

FY2008

FY2009 FY2010

FY2011

Concentrated Research
Financing

Prioritization and expansion of the budget

Deliberation of the improvement/enhancement
of the R&D tax system

Measures (MEXT,
MHLW, METI)

Deliberations and

decisions (MHLW,

METI)

Deliberations and assessments.
Same for below.

..........>

Nurturing Ventures, etc.

Expansion of research financing

More common use of facilities and equipment

Support for commercialization of
budding technologies

Consultations by regional drug
discovery ventures

Support for application fees

Invigoration of the delivery of
medical device materials/parts

Measures (MEXT)

Deliberations
(MEXT, MHLW)

Measures
(METI)

Deliberations and

decisions
(MHLW, METI)

Deliberations and
decisions
(METI)

Measures (METI) F "é'&?_ft‘vr\j‘)s #

Measures FY2008 or later (MHLW) ﬁ

Measures
(MEXT, MHLW)

..........>

..........>

Improvement of Clinical
Research/Trial Environments

Development of medical clusters
Improvement of translational research centers

Development and networking of medical clusters,
core hospitals and central medical centers

Development of centers for regenerative
medicine, etc.

Securing opportunities for education of
physicians, etc. and
development of 3,000 CRCs

EGCS review

Deliberations and
decisions

(MHLW)
Creation of networks using IT, etc. —

Measures

— Measures by FY20

Measures
(MHLW)
Measures (MEXT)
Measures
(MHLW)

(MEXT, MHLW, METI) ﬁ

11 (MEXT, MHLW) )—»

..........>

Measures by FY20

11 (MEXT, MHLW) H




A roadmap to the primary activities in the 5-year strategy (Il)

FY2007

FY2008 FY2009

FY2010

FY2011

Collaboration with Asia

Joint research on drugs and medical devices
used for cancer, etc.

Joint research on methods of assessing and
utilizing clinical data gathered in East Asia

Measures (MHLW) ﬁ
Measures (MHLW) ﬁ

Faster and Better Reviews

(Pharmaceuticals) Period to launch shortened
by 2.5 years

Doubling of review staff for new drugs

Introduction of a system of prior assessment
before application, increased review teams, etc.

Deliberation on the ideal utilization of
individuals from the private sector

Creation of review standards that
address new technologies

Clarification of the standards for safety
assessment of medical devices and
pharmaceuticals that involve the use of
cells/tissue

Creation of a basic policy concerning
international clinical trials

Introduction of joint clinical trial
consultation by authorities in Japan,
Europe and the U.S.

Improved operation of pharmaceutical GCP

(Medical devices)

Review for handling of minor improvements
within the appropriate range, etc.

Rationalization of the range at which
clinical trials are required
Improvement and education of review staff

Improvement of GCP operation regarding
medical devices

Creation of work
schedule (MHLW)

Creation of work
schedule (MHLW)

»ﬁ Measures in 0

Measures by FY2009 (MHLW) »

Measures by

FY2011 (MHLW)

—

rder of precedence by FY2009 acc
the work schedule (MHLW)

ording to

—_—

Decisions in summer
(MHLW)

Deliberations and
decisions (MHLW)

D

Decisions in summer
(MHLW)

Deliberations (MHLW)

Measures (MHLW)

Deliberations (MHLW)

Already initiated i
(MHLW) ;
Decisions in summer
(MHLW)
Measures (MHLW) 00000000000
4 Deliberations (MHLW) ﬁ

..........>

..........>

..........>

..........>

Appropriate Assessment of
Innovations

Deliberations and
decisions (MHLW)

-
=
H

>

Implementation of
Public-Private Dialogue

Once~twicel/year

(e.g., assessment of government policies)
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