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Expedited Regulatory Pathways
in Japan
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2. Safety 2020.10.31
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3. Relief 2020.10.31

4. Medical Device 2020.114 Safety
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6. PMDA Efforts 2020.10.31 ’

English Translations of Review Reports
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https://www.pmda.go jp/english/review—services/reviews/approved—information/drugs/0001.html
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English Translations of Notifications and

Administrative Notices
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https://www.pmda.go.jp/english/review—services/regulatory—info/0003.html
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Safety Information
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https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0161.html
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https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0370.html
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Reports from Overseas
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EU strategy on COVID-19 therapeutics
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1) https://eur—lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52021DC0355R(01)&from=EN
2) https://ec.europa.eu/info/live—work—travel—eu/coronavirus—response/public—health/eu—vaccines—

strategy en

3) https://ec.europa.eu/commission/presscorner/detail/en/ip_21 5366

4) https://www.ema.europa.eu/en/human-regulatory/overview/public—health—threats/coronavirus—
disease—covid—19/treatments—vaccines/treatments—covid—19/covid—19-treatments—article—53-reviews
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