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® 2.12 Records

® 2.12.1 In generating, recording, and reporting trial data, the investigator should ensure the
integrity of data under their responsibility, irrespective of the media used.

® 2.12.2 The investigator/institution should maintain adequate source records that include
pertinent observations on each of the trial participants under their responsibility. Source records
should be attributable, legible, contemporaneous, original, accurate and complete. Changes to
source records should be traceable, should not obscure the original entry and should be
explained if necessary (via an audit trail). The investigator should define what is considered to
be a source record(s), the methods of data capture and their location prior to starting the trial
and should update this definition when needed. Unnecessary transcription steps in between the
source record and the data acquisition tool should be avoided.
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® 2.12 Records

® 2.12.1 In generating, recording, and reporting trial data, the investigator should ensure the
integrity of data under their responsibility, irrespective of the media used.

® 2.12.2 TRe investigator/institution should maintain adequate source records that include
pertinent pbservations on each of the trial participants under their responsibility. Source records
should be §ttributable, legible, contemporaneous, original, accurate and complete. -
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