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ADDENDUM

This guideline has been amended to encourage implementation of improved and more efficient
approaches to clinical trial design, conduct, oversight, recording and reporting while continuing to
ensure human subject protection and data integrity.
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4.2 Adequate Resources

ADDENDUM

4.2.5 The investigator is responsible for supervising any individual or party to whom the investigator
delegates study tasks conducted at the trial site.
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4.2.6 If the investigator/institution retains the services of any party to perform study tasks they
should ensure this party is qualified to perform those study tasks and should implement
procedures to ensure the integrity of the study tasks performed and any data generated.
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4.9 Records and Reports

ADDENDUM

4.9.0 The investigator should maintain adequate and accurate source documents and trial records that
include all pertinent observations on each of the site’s trial subjects. Source data should be
attributable, legible, contemporaneous, original, accurate, and com plete. Changes to
source data should be traceable, should not obscure the original entry and should be explained
if necessary (e.g. via an audit trail).
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