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(1) ICH Good Clinical Practice Guideline E6(R2) Addendum Step 4 version, dated 9

November 2016

(2) kU993 U5IIUNTYINI 8 luALLITRTUSUAS S ISUNNTIdeluAUlUUSEWA Y W.A.2550

(3) Operational Guideline for Ethics Committees that Review Biomedical Research 894

World Health Organization 2011

(4) World Medical Association Declaration of Helsinki: ethical principles for medical

research involving human subjects. JAMA. 2013 Nov 27; 310(20): 2191-4
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