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Abstract (300 word limit)

The concept of transparency regarding scientific data is
more and more obvious, this work aims at describing and
analysing 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,
United Kingdom, USA) plus the World Health
(Vigibase) the

pharmacovigilance databases were compared according to

Japan,

Organization and European
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 was 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. The other
databases mostly provide only one of these three items:
source, case ID, or type of report. Overall, the databases
from Denmark, Japan, the Netherlands, UK and VigiBase
were classified as providing a low level of access to
available safety information; those from Australia,
EudraVigilance, 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 analysed, except for those in North
This
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America, provide limited information. may be

Image

Country Website name Items to complete in Open access items  No. of items displayed in the Pharmacovigilance
online patient reporting  in the pharmacovigilance database/total  database access
form available on NCA  pharmacovigilance  no. of items in patient reporting  classification
website (n) database (1) form ratio (%)

WHO* VigiAccess 25 5 20 Low

USA FDA 39 21 54 High

EU* ADRREPORTS 25 6 24 Medium

UK MHRA 53 5 9 Low

Australia TGA 34 7 39 Medium

Canada MedEffect 39 20 51 High

Germany ~ BfAtM 37 15 41 Medium

Netherlands Lareb 41 6 15 Low

NZ Medsafe 38 8 21 Medium

Denmark  Sundhedsstyrelsen 44 5 11 Low

Japan PMDA 45 6 13 Low

Mean NA a0 9 25 NA

ADR adverse drug reaction, BfArM itut fiir arzneimittel und CIOMS Council for International Organizations of

Medical Sciences. FDA US Food and Drug Administration, MHRA Medicines and Healthcare Products Regulatory Agency, NA not applicable.
NCA National Competent Authority, NZ New Zealand, PMDA Pharmaceuticals and Medical Devices Agency, PV pharmacovigilance, 764
‘Therapeutic Goods Administration, /K United Kingdom, WHO World Health Organization

* CIOMS was used instead for item counting

Pharmacovigilance databases comparison regarding public access
information and case report information
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