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Open access pharmacovigilance databases: Analysis of 11 databases
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he concept of transparency regarding scientific data is more and more obvious, this work aims at describing and analyzing

what kind of safety data can be obtained from Pharmacovigilance (PV) databases that offer public access. Nine national
pharmacovigilance databases (Australia, Canada, Denmark, Germany, Netherlands, New-Zealand, Japan, United Kingdom,
USA) plus the World Health Organization (Vigibase) and the European Pharmacovigilance databases were compared according
to the type of data provided, the possible requests (by drug, by adverse reaction) and the format of the safety data. Public access
to PV databases is thus classified as high, medium or low. The results show that six databases grant case-level access, the others
only provide aggregated data. In terms of general case information, the USA and Canada come first by sharing case ID, the type
of report, the reporter and their qualification, whereas Vigibase does not provide any general information. Other databases
mostly provide only one of these three items: Source, case ID, or type of report. Overall, the databases from Denmark, Japan,
Netherlands, UK and VigiBase were classified as providing a low level of access to available safety information; those from
Australia, Eudra Vigilance, Germany and New Zealand as providing a medium level of access; and those from the USA and
Canada, as providing a high level of access. The 11 PV databases were analyzed, except for those in North America, provide
limited information. This may be acceptable for patient use but not for research purposes.
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