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2. PMDA-ATC with National Cancer Center MRCT Webinar 2023
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English Translations of Review Reports
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Safety Information
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https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html
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Reports from Overseas
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Clinical Trials Information System (CTIS)
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1) Clinical Trials Regulation (Regulation (EU) No 536/2014) https://eur—lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A32014R0536

2) Clinical Trials Directive (EC) No. 2001/20/E https://eur—lex.europa.eu/legal—
content/EN/ALL/?uri=CELEX%3A02001L0020-20090807

3) Clinical Trials Information System (CTIS) https://www.ema.europa.eu/en/human—
regulatory/research—development/clinical—trials/clinical—trials—information—system

4) Clinical Trials Information System: training and support https://www.ema.europa.eu/en/human—
regulatory/research—development/clinical—trials/clinical-trials—information—system—training—support
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