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Recent Challenges of PMDA

1. Further Acceleration of NDA Review
2. Promotion of Developing Innovative Products

3. PMDA Science Board
PMDA

4. Utilization of Electronic Clinical Study Data

5. Global Activities



Recent Challenges of PMDA

Promotion of Developing Innovative Products

Pharmaceutical Affairs Consultation on
R&D Strategy

SAKIGAKE Designation

Conditional and Time-limited Authorization
of Regenerative Medical Products



Examples of Japanese originated targets
of new antibody biologics development

Actemura (tocilizumab) Chugai-La Roche
Target: IL-6,
Dr. Tadamitsu Kishimoto (Osaka U.)

Xalkori (crizotinib) (Pfizer) Alecensa alectinib Chugai-La
Roche

Target: EML4-ALK fusion gene,
Dr. Hiroyuki Mano Jichi U. —» U. Tokyo — NCC

Poteligio (mogamulizumab) Kyowa-Kirin
Target: CCR-4,
Dr. Ryuzo Ueda Nagoya City U.—Aichi Medical U.

Opdivo (nivolumab) Ono BMS
Target: PD-1,
Dr. Tasuku Honjo (Kyoto U.)



Barrier (Valley of Death) for Practical Application
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1. Pharmaceutical Affairs Consultation
on R&D Strategy

Basic Applied Development '
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Communication from the early development is Important.
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Barrier (Valley of Death) for Practical Application
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