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US Regulation 45 CFR 46.101(b), 46.108, 46.111

US Regulation 21 CFR 56.108, 56.110, 56.111

ICH Good Clinical Practice Guideline. NANAILIANEN ANTNIIUATLZNTTNNNTDINNTUAZEN ﬂiz‘l’l?'N@’]ﬁ’ﬁ‘mQ?J w.
. 2543, RULRAASIT 6 .. 2550.

The National and International Ethical Guidelines for Biomedical Research Involving Human Subjects (CIOMS)
2016

AL uMaLEaTen (Declaration of Helsinki) 2013
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Standards and Operational Guidance for Ethics Review of Heath-Related Research with Human Participants,
WHO 2011

International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP) 1996
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