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CIOMS. International Ethical Guidelines for Health-related Research Involving Humans. Fourth
Edition. Geneva. Council for International Organizations of Medical Sciences (CIOMS); 2016.

ICH HARMONISED GUIDELINE INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR
GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version, dated 9 November 2016.

The National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research. “The Belmont Report: Ethical Principles and Guidelines for the Protection of Human
Subjects of Research”, 1979

World Medical Association. Declaration of Helsinki. Ethical Principles for Medical Research
Involving Human Subjects. Adopted by the 18th WMA General Assembly, Helsinki, Finland,
June 1964, and amended by the 64th WMA General Assembly, Fortaleza, Brazil, October
2013

45 CFR 46 (US Code of Federal Regulations. Title 45 Public Welfare Department Of Health and
Human Services Part 46 Protection Of Human Subjects)
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