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Pharmaceuticals for Human Use (ICH). ICH Harmonized Guideline Integrated
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8.3 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 64th WMA General Assembly,
Fortaleza, Brazil, October 2013.

8.4  WHO Surveying and evaluating ethical review practices, 2002.
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