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7.2. World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research, 2000.

7.3. International Conference on Harmonization, Guidance on Good Clinical Practice (ICH
GCP) 1996.

7.4. Code of Federal Regulation (CFR), 21 856.110, The United States of America, 1998

7.5. Relevant SOPs: SOP# FE 007, 008, 009, 010 and 024
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