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L TFIES 2 ¥ L CR & 720 1518 7= & 213, DHT #Ef@ CHEAT 28546, REBRSNEARAR
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FDA | IND/NDA/BLA Pathway Critical Path Innovation Drug Development Tool
(Type B meeting, etc.) Meeting Qualification Programs
EMA | MAA Pathway Innovation Task Force Qualification Advice Meeting
(Pre-submission meeting for | Briefing Meeting
Scientific Advice, etc.)

IND: Investigational New Drug, NDA: New Drug Application, BLA: Biologic License Application,
MAA: Market Authorization Application
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2. Digital Medicine Society (DiMe) 7 = 7 %4 K, DiMe’s Library of Digital Endpoints
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enhancing the incorporation of the patient’s voice in medical product development and regulatory
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