Commission Communication
on the action taken on opinions and resolutions adopted by Parliament at the September 2012 part-session
ORDINARY LEGISLATIVE procedure - First reading
European Parliament legislative resolution on the proposal for a Directive of the European Parliament and of the Council amending Directive 2001/83/EC as regards pharmacovigilance
1.

Rapporteur: Linda McAVAN (S&D/UK)

2.

EP reference number: A7-0165/2012 / P7_TA(2012)0313

3.

Date of adoption of the resolution: 11 September 2012

4.
Subject: Strengthening the pharmacovigilance system at the European Union level

5.

Interinstitutional reference number: 2012/0025(COD)

6.
Legal basis: Article 294(2), Article 114 and Article 168(4)(c) of the Treaty on the Functioning of the European Union

7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

8.
Commission's position: The Parliament voted in first reading a compromise text which was the result of negotiations between the Parliament, the Council and the Commission. The Commission accepts all the amendments.

9.
Outlook for amendment of the proposal: There is no need for a formal modified proposal, as there is already agreement between the European Parliament and Council, endorsed by the Commission.

10.
Outlook for the adoption of Council's position: The Council adopted the proposal on 4 October 2012, at the EPSCO meeting.
