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1) ICH-GCP (R2) : https://www.pmda.go.jp/files/000231047.pdf
2) ICH-GCP (R3) : https://www.pmda.go.ip/files/000252668.pdf

KE

3) 21 CFRPart 312 : https://www.ecfr.gov/current/title-21/chapter-l/subchapter-D/part-312
4) 21 CFR Part 56 : https://www.ecfr.gov/current/title-21/chapter-l/subchapter-A/part-56
5) 21CFR part 54 : https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-54
6) 42 CFR Part 11 : https://www.ecfr.gov/current/title-42/chapter-l/subchapter-A/part-11

M (EU)
7) EUCTR : https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536

RE
8) Regulation 2004/1031 : https://www.legislation.gov.uk/uksi/2004/1031/contents/made
9) Amendment regulations 2006 : https://www.legislation.gov.uk/uksi/2006/1928/contents/made
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