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Guidance for Industry Computerized Systems Used in Clinical Investigations, May 2007(FDA)

- Such electronic source data and source documentation must meet the same fundamental elements of data
quality (e.g., attributable, legible, contemporaneous, original and accurate) that are expected of paper records
and must comply with all applicable statutory and regulatory requirements
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Reflection paper on expectations for electronic source data and data transcribed to electronic data collection

tools in clinical trials, Jun 2010(GCP Inspectors Working Group/EMA)

- Source data should be Accurate, Legible, Contemporaneous, Original, Attributable, Complete and Consistent.
(Requirement 2, ICH GCP 1.51, 1.52,4.9.1 and 6.4.9)

- A number of attributes are considered of universal importance to source data and the records that hold those
data. These include that the data and records are: Accurate, Legible, Contemporaneous, Original,

Attributable, Complete, Consistent, Enduring, Available when needed
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