Commission Communication
on the action taken on opinions and resolutions adopted by Parliament at the November 2010 I and II part-sessions
ORDINARY LEGISLATIVE PROCEDURE – First reading

European Parliament legislative resolution on the proposal for a Regulation of the European Parliament and of the Council amending, as regards information to the general public on medicinal products for human use subject to medical prescription, Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency

1.
Rapporteur: Christopher FJELLNER (EPP/SE)

2.
EP reference number: A7-0289/2010 / P7_TA-PROV(2010)0430

3.
Date of adoption of the resolution: 24 November 2010

4.
Subject: Information on medicinal products (Regulation)

5.
Inter-institutional references: 2008/0255(COD)

6.
Legal basis: Article 114 of TFEU 

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

8.
Commission’s position: The Commission can accept part of the amendments adopted by the European Parliament.

The Commission cannot accept:

Amendment 3 modifying recital, 4 because it is not related to the justification of Article 20b of the Regulation, which is the aim of this recital.

Amendment 4 providing for the possibility to review the amount of the European Union's contribution to the Agency's budget, in case the cost of the pre-vetting would not be covered by the fees. The Commission considers that the pre-vetting of the information by the Agency should be covered by the fees payable by those requesting that information is made available.

Amendment 5 providing that the public summary of the assessment report should be annexed to the Commission decision. The Commission considers that would delay the process of the adoption procedure of marketing authorisation, while the publicly accessible version of the assessment report is prepared. This summary is available on EMA website on the day of adoption by the Commission of the marketing authorisation decision.

Amendment 11 providing a new task for the Agency: the promotion of existing sources of independent reliable health information. The Commission considers that the promotion of information by other sources is primary the role of Member States, and eventually of the Commission. The Agency can support competent authorities in these tasks.

Amendment 13 providing that the Agency should deliver its opinion within 90 days. The Commission considers that the delay of 60 days proposed is appropriate.

9.
Outlook for amendment of the proposal: A modified proposal to reflect the Commission's position on the European Parliament's first reading amendments will be prepared as soon as possible.

10.
Outlook for the adoption of Council's position: The Council has not yet discussed the proposal article by article.

