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Figure 1. The number of adverse drug reaction reports prepared by healthcare
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surveillance consists in collecting and analysing
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therapeutic benefits. The research aims were: to
recognize the rules of current pharmacovigilance
practices, to examine their capacity to effectively
manage public health and to propose an
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The rules of drug safety monitoring in the United I
States, Canada, the UK and Poland have been 0
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assess the effectiveness of the respective Year
national practices, an additional analysis *In Poland patients and consumers did not have the entitlement to report adverse reactions
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professionals, consumers and MAHs, submitted
to the responsible healthcare agencies
(FDA, Health Canada, MHRA and URPL, WMiPB)
(Figure 1 and 2). Based on the results, an
improved pharmacovigilance model was 700000
proposed. A case study of VIOXX® was used to
review different pharmacovigilance practices by
analysing reports on this recalled drug, including
the incidence (Figure 3) and type of adverse
effects reported (Figure 4), principles of
pharmacovigilance  signal detection and
measures, taken by the agencies. The model was
then subject to final evaluation
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Figure 2. The number of adverse drug reaction reports submitted by MAHs to

the competent national agencies in 2000 — 2010 .24
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allowed to collect sufficient data on adverse 0
effects, but none of the agencies raised any alarm 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010
addressing safety issues before the product was Year

recalled by the manufacturer.

Figure 4. The number of adverse drug reaction reports related to medicinal

Figure 3. The total number of adverse drug reaction product — VIOXX noted in 1999 — 2011 in Poland and Canada emphasizing the
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: 24
medicinal product — VIOXX, noted in 1999 — 2011 in LU S EERE v

chosen countries 234

Poland
2 4500 g 200
g 4000 The total number g:' Canada
.g 3500 of ADR reports é 150
£ 3000 W The number of "é
g- L deaths é 100
« 2000 g 50
;<61500 £ s
ElOOO 0 L=—= at-teslat8t_ )
5500 ‘-h--L PP LTSS S
2 0 WA AT A A DA A AT
= Poland Canada Great Britain 4,0'0 a,'\r‘\'

R ——— N
CONCLUSIO >y Year

The procedures underlying pharmacovigilance practices need to be amended by adopting the ideas proposed in the
model, especially in the area of data analysis and signal detection, for instance: rigorous five-year safety monitoring of

new products, especially post-marketing surveillance; publicly available adverse effects reports collected by the agencies;
publicly available standards of signal detection based on MAHs declarations in SPCs; and including clinical trials” analysis
in standard drug safety monitoring.
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