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1) Impact Assessment Board Opinion 

(A) Context 

Pharmacovigilance is the process of monitoring the safety of medicines and taking action to 
reduce risks to the public. Within the EU it is govemed by a Directive 2001/83/EC which lays 
down the rules for manufacture, distribution, authorisation and post-authorisation supervision of 
nationally authorised products, in a corresponding Régulation ((EC) No 726/2004), in a 
Commission Régulation (Régulation (EC) No 540/95) and in Commission guidance. The présent 
EU Pharmacovigilance régime places a significant burden on industry/authorities while' the 
weaknesses in the system continue to hâve négative impacts on public health. The objective of 
the initiative is to rationahze and strengthen public health protection, to improve the functioning 
of the Internai Market and the safety of pharmaceuticals that flow across the EU. The proposai 
will form an intégral part of a wider Pharmaceuticals package including a Communication on'the 
future of the single market in pharmaceuticals for human use and a Directive on Pharmaceuticals 
- Information to patients. 

(B) Positive aspects 

The IA report makes a good effort at ensuring a proportionate level of analysis. The 
quantification and monétisation of cost and benefits is welcome. 

(C) Main recommendations for improvements 

The recommendations below are listed in order of descending importance. Some more technical comments hâve 
been transmitted directly to the author DG and are expected to be incorporated in the final version ofthe impact 
assessment report, subject to the discussions that tookplace in the meeting with the Board. 

General recommendation: While the IA report is generally of good quality there is potential 
for improvement. In particular it should link the policy objectives more clearly to the 
problem causes and assessment criteria and explain better why there were no alternatives 
presented for the 15 spécifie policy options that hâve been retained. At the meeting with the 
Board, DG ENTR agreed to revise the IA report in line with the recommendations. 
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Spécifie recommendations: 

(1) The policy objectives should be better linked to the problem causes. The LA report should 
establish more clearly which of the 11 problem causes identifîed in section 2.4 are addressed by 
each of the general/specifîc/operational objectives in section 3. More specifîcally the report 
should elaborate how the divergent safety action taken by some Member States créâtes obstacles 
for the single market and to what extent there is a lack of trust of patients in the industry. A visual 
illustration of the problem tree and its links to the objectives would facilitate the understanding of 
the overall problem and the motivation behind this initiative. The IA report should also briefly 
explain whether and to what extent some of the current problems (e.g. unnecessaiy administrative 
burden, cumbersome décision making) were addressed by previous Commission initiatives in this 
field (e.g. the 2001 Review) and which lessons hâve been leamed. 

(2) The range of available policy options needs to be better presented. The IA report should 
better explain why alternative policy options such as the use of a single régulation (as requested 
by some stakeholders), sélective self-régulation (for example as regards scanning of literature) or 
the increased use of soft-law instruments hâve not been explicitly considered in the first round of 
options screening. With respect to the 15 spécifie policy options that hâve been retained, the IA 
report should i) explain the process (including feed back from the public consultation) for 
identifying and designing them, and ii) explain why no alternative ways of implementing thèse 
options were presented and assessed (e.g. variation of level of ambition, choice of légal 
instrument, transition periods...) - for one or more of them. Most of this information can be 
placed in the annex. 

(3) The criteria applied to compare spécifie options should be aligned with the policy 
objectives. The IA report should clarify how the 4 criteria listed in the beginning of section 5 
relate to the objectives and how thèse criteria hâve been applied, for instance, in relation to table 
8. 

(D) Procédure and présentation 

The IA report should avoid repetition/overlaps between the problem définition section,, the 
options description and the impact analysis. This would render the report more compact and 
transparent To facilitate overall compréhension, the structure of the impact analysis should 
mirror the spécifie options and corresponding sub-headings should be introduced where thèse are 
currently missing. 
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