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Protection of Human Subjects, 45 C.F.R. pt.46 (2017).

World Health Organization, Operation Guidelines for Ethics Committees that Review

Biomedical Research, (2011)

ICH Harmonized Guideline Integrated Addendum to ICH E6(R1): Guideline for Good Clinical
Practice E6(R2) Current Step 4 version dated 9 November 2016.
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