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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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https://www.pmda.go. jp/english/review—services/reviews/approved—information/devices/0003.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/revision—of—precautions/0372.html
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1) Reflection paper on establishing efficacy based on single—arm trials submitted as pivotal evidence in
a marketing authorization https://www.ema.europa.eu/en/documents/scientific—
guideline/reflection—paper—establishing—efficacy—based-single—arm—trials—submitted—pivotal—
evidence—marketing en.pdf
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