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" U.S. Department of Health and Human Services Food and Drug Administration, “Data Integrity and Compliance With Drug
CGMP” (December 2018) (https://www.fda.gov/media/119267/download)

2 European Medicines Agency, “Guideline on computerised systems and electronic data in 5 clinical trials” (June 10 2021)
(https://www.ema.europa.eu/en/documents/regulatory-procedural-quideline/draft-guideline-computerised-systems-electronic-
data-clinical-trials _en.pdf)
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