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Statement by the Commission

on establishing fees related to pharmacovigilance activities

On 18 June 2012, the Commission launched a public consultation on a concept paper concerning
the introduction of fees for Pharmacovigilance, as set out in Regulation (EU) No 1235/2010 and
Directive 2010/84/EU, which is open for comments until 15 September 2012. After examination of
the comments received, the Commission will prepare an impact assessment which is one of the
necessary steps in the legislative process before the Commission puts forward a legislative proposal.
The Commission will continue to work on this file as a priority with the intention of presenting a

legislative proposal as soon as possible to the European Parliament and the Council.
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