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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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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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1) https://www.ema.europa.eu/en/documents/work—programme/workplan—hma/ema—joint—-big—data—

steering—group_en.pdf
2) https://www.ema.europa.eu/en/events/technical-workshop—real-world-metadata—regulatory—

purposes
3) https://www.ema.europa.eu/en/events/joint—hmaema—-workshop—artificial-intelligence—medicines—

regulation
4) https://www.ema.europa.eu/en/events/data—standardisation—strategy—stakeholder—-workshop
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