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Strengthening Japan’s Drug Discovery Capabilities: FY2025 Progress Highlights

Construction of a Social System That

Strengthen the Drug Discovery Prompt Delivery of Novel Drugs .
Capabilities of Japan to Patients Can Sustain the Cycle of Investment
and Innovation
( N\ 4 N\ 4 )
iti ificati Private investment in dru
Orphan-drug approvals Imtla.l not.lflcatlo.ns: for . i g
+75 multi-regional clinical trials +147 1scovery startups 1.33x
Target: 150 (cumulative FY2024-28) Target: 150 (2028)3% Target: 2x (2023—2028)
Orphan drug designations rose 280% vs. FY2023, Notifications rose 150% vs. FY2023; ENSEMBLE X J, the Private investment in drug discovery startups has grown
supporting further approvals one-stop MRCT consultation desk, has handled 8 sharply.
consultations since launch
. J . J . J
4 \ 4 . \ 4 N\
Pediatric drug development gelectu?\ns gndgr the ” +14 Drug discovery startups
plans +51 Lrengt ening Irogram or valued at over ¥10bn +5
Target: 50 (cumulative FY2024-28) 'Izrgeatr;?g()czse)uuca Startup ECOSyStem Target: 10+ companies (2028)
Target met for pediatric products, an area linked to 14 projects newly selected, reaching 43 cumulative. The number of drug discovery startups valued at over
drug loss; the FY2025 PMD Act amendment made Program provides risk capital up to 2x the amount ¥10bn increased by five
pediatric development a best-efforts obligation invested by AMED-registered VCs
. J . J . J/
4 \ 4 \ 4 .. k d N\
Resolving drug loss iPS cell-derived product Japanese 'CltleS ranke : among th
42% approvals +2 the world's top drug discovery 19
Target: start development by FY2026 for needed o pp
medicines among 86 FY2023 drug loss products eCOSyStemS (Tokyo)
. . End-to-end support helped secure conditional and time- Target: global top 10 (2028)
Of 38 products requiring de.velopmeth or other action, 16 limited approvals for two iPS cell-derived products—for Tokyo rose in a drug discovery ecosystem ranking based
have entered development; 12 remain under assessment heart failure and Parkinson’s disease—ahead of global on indicators such as clinical-trial activity, startup
(Ref.) Necessity is assessed by the Council on Unapproved/Off-label Drugs of High o .
\_ Medical Need ) (_ peers ) (_activity and investment y

> Based on deliberations by the Drug Discovery and Advanced Medicine WG under Japan's Growth Strategy, the target is to double the figure from FY2024 to 2031
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