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Causality of AE (AEREL) is Expected variable
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3.4 but can be blank for some or all records) \

In summary, most regulatory authorities want to
minimize the over-reporting of adverse events so
that everyone (regulatory authorities, ethics
boards, and the public) can focus on critical safety
information and eliminate confusion.

Best practices for AE Displays does not
recommend3

PHUSE AE We do not believe summary tables for AEs
DiSAprEil»;S{/SV ﬁite EEEE%E;‘Ef'ﬁi;ﬂﬁﬁ;f‘%&"@f‘ﬁiﬁor e Most agencies agree thatdfor serious adve;se \
Papers i r»; Iggseuncrizlssilghneriﬁgantehn;sPﬁDA. events, It ls.necessary to adetermine causality, but
for non-serious adverse events the sponsor may
be in a better position to determine causality
based on aggregate data, rather than an individual

case.

Reduces the amount of data collected

Care should also be taken to ensure CRFs do
SCDM Good Data not collect data that ultimately will not be

Therefore, we recommend that the collection of
used for analysis or will not support analyzed investigator assessment of causality be restricted

Management
Practices’

data. Extraneous data can adversely affect to serious adverse events only
overall data quality by drawing the attention \ .

of site personnel away from key variables.
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