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Background

Clinical routine often requires the information which drug in the medication list of a patient is most likely evoking an adverse event (AE) or which drug of a drug class to prefer for an
individual patient. Data for this usually derive from the pharmkokinetic and -dynamic profile of a drug that is assessed during preclinical development and clinical trials. However,
rare adverse events are not detected during clinical trials, and the potential targets as well as the metabolic pathways are only incompletely known. This is why spontaneous
reporting was introduced to sample reports of unexpected behavior of drugs. The resulting pharmacovigilance data are not suited either for calculating absolute risks or establishing
causal relationships between one (or more) drug(s) and AE. Instead the data can be analyzed to generate hypotheses and test them at bench or bedside.

The pharmacovigilance data analysis tool OpenVigil FDA ( openvigil.sf.net ) offers unique analysis options to address the clinical questions mentioned above. We present two
analysis modes that can help deciding in the situations mentioned above.
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Query execution time is 8.45 seconds.

AE-profiles of drugs of same drug class

OpenVigilFDA can aid in answering a different question: Which one of two drugs of the same or similar drug class should be preferred, either because of a general lower risk of
severe adverse events or the absence or lower risk of certain adverse events which are unacceptable for an individual patient?

Two analyses were carried out (cf. screenshots below) to compare two antidepressants (fluoxetine and citalopram) and two anticonvulsants (gabapentin and pregabalin), the
latters being incresingly used for other indications like pain and mood-stabilization, as well.
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Comparison of adverse events of two anticonvulsants

Step 2: Enter two drugnames for comparison and interaction-check!

As result, you will get a list (horiz. table) of the frequency of reports for a certain adverse event and for either one of the drugs and their combination.
This allows you to compare similar drugs (e.g., same drugclass) for marked differences in their adverse-event-profile or to detect possible
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All data refer to numbers of unique reports extracted with OpenVigil FDA v1.0rc4 from the FDA AERS data 2004Q1 to current.




