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14.
15.

18.
19.

. International Ethical Guidelines for Health-related Research Involving Human Subjects 4" editions

(CIOMS) 2016
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Switzerland: Council for International Organizations of Medical Sciences 2021

US Regulation 21 CFR 50.20, 50.24, 50,25, 50.27, 56.108(a)(1), (b)(3), 115(6)
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SERVICES PART 46 PROTECTION OF HUMAN SUBJECTS. Sections 46.101(b), 46.401(b), DOHP
400-4.6 “Non-Human Subject/Non-Research Determination”

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.101 (Accessed Nov 20, 2025)

S/P-03-BDMS-030 TH Rev.00 (8 Mar 2026) Page 9/9



