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1) Annex 1, “Guideline on computerised systems and electronic data in clinical trials”, EMA, 2023

2) Q8 (pp. 9-11), Guidance for Industry (Draft Guidance), " Electronic Systems, Electronic Records, and Electronic
Signatures in Clinical Investigations Questions and Answers ", US FDA, 2023

3) Sec. 10.6 (Appendix M2), GAMP 5 2nd Edition, "A Risk-Based Approach to Compliant GxP Computerized
Systems", ISPE, 2022.
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