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Table 1. Datamining identified 70% (n = 16) of known medication error signals (column 4 in green) and identified 56% (n = 12) before or during the
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the intended two-step dilution process

In addition to known limitations of datamining FAERS, we encountered the following:

1. Underreporting of medication errors: the methods partially accounted for this limitation by identifying safety signals based on rates relative to the numbers of
other events in the same database. Underreporting is a limitation that affects all forms of pharmacovigilance and is not unigue to this study.

2. Empirica Signal limitations: to feasibly study historical datamining of medication errors, Empirica Signal's Product Active Moiety by Quarter (Suspect) run was
utilized as it had the most historical data accessible, dating back to the fourth quarter of 2015. However, this meant that signals were only associated by active
moiety, and not necessarily the specific products identified in each safety signal.

3. Event coding and narrative review: Medication errors are subject to inconsistent coding, in many cases caused by overlapping, ambiguous, and incomplete
terminology. The investigator reviewed a small portion of the thousands of FAERS case reports included in this study, particularly the case narratives, to see if the
errors were coded correctly. The drug events that generated these signals may not be exactly reflective of their respective medication error safety signals.

4. Lag time between identifying and logging the signal: there may have been lag time between when DMEPA identified a medication error safety signal and when
the signal was logged into the internal database that was considered for this study.
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