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2.5 OHRP Guidance on Reviewing and Reporting Unanticipated Problems
Involving Risks to Subjects or Others and Adverse Events. Office for Human
Research rotections (OHRP) Department of Health and Human Services
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2.6 DHHS: 45 CFR 46
2.7 FDA: 21 CFR 50, 21 CFR 812
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or Clinical Investigators, Sponsors, and IRBs: Adverse Event Reporting to
RBs — Improving Human Subject Protection 2009

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