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1) US Food and Drug Administration. Guidance for industry: E6(R2) Good Clinical Practice: Integrated
Addendum to ICH E6(R1).https://www.fda.gov/downloads/Drugs/Guidances/UCM464506.pdf 2)
US Food and Drug

2) Administration. Guidance for industry: electronic source data in clinical investigations.
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UC
M328691.pdf



