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Use of Electronic Health Record Data in Clinical Investigations, Guidance for Industry, July 2018
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http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/U

CM501068.pdf
2. Electronic Source Data in Clinical Investigations, Guidance for Industry, September 2013

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/U
CM328691.pdfftsearch="Electronic+Source+Data+in’
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