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7. A

7.1.

International Conference on Harmonization, Guidance on Good Clinical

Practice (ICH GCP)

7.2.

World Health Organization, Operational Guidelines for Ethics Committees
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that Review Biomedical Research, 2011.

7.3. International Ethical Guidelines for Biomedical Research Involving Human
Subjects, 2002.

7.4. Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003,
Food and Drug Administration, U.S. Government Printing Office via GPO
Access

7.5. Significant Risk and Nonsignificant Risk Medical Device Studies, 2006
Information Sheet Guidance For IRBs, Clinical Investigators, and Sponsors
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