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8.2  WHO. Standards and operational guidance for ethics review of health-related

research with human participants. Geneva: WHO Press, 2011.

8.3  Guidance for best practices for clinical trials. Geneva: World Health

Organization; 2024.
8.4  ICH HARMONISED GUIDELINE. GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R3).

Final version. Adopted on 06 January 2025.
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ICH Harmonised Tripartite Guideline. Clinical Investigation of Medicinal Products

in The Pediatric Population E11. Current Step 4 version, dated 20 July 2000.
ICH HARMONISED GUIDELINE. ADDENDUM TO ICH E11: CLINICAL INVESTIGATION
OF MEDICINAL PRODUCTS IN THE PEDIATRIC POPULATION E11 (R1) Final version

Adopted on 18 August 2017

World Medical Association Declaration of Helsinki. Ethical Principles for Medical

Research Involving Human Participants. 75th WMA General Assembly, Helsinki,

Finland, October 2024.

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”, 1978

The Council for International Organizations of Medical Sciences (CIOMS).

International Ethical Guidelines for Health-related Research Involving Humans,

Fourth Edition. Geneva. 2016.

45 CFR 46 (US Code of Federal Regulations. Title 45 Public Welfare Department

of Health and Human Services Part 46 Protection of Human Subjects) 2018

requirement

Federal Policy for the Protection of Human Subjects. Federal Register /Vol. 82,
No. 12 /Thursday, January 19, 2017 /Rules and Regulations, p.7259-7273.

SACHRP. Attachment B: Recommendation on IRB Membership and Definition of

Non-scientist under 45 CFR 46 and 21 CFR 56.
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