
CODECISION PROCEDURE ‑ Second reading
Proposal for a Regulation of the European Parliament and of the Council on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive 2001/83/EC and Regulation (EC) No 726/2004

1.
Rapporteur: Françoise Grossetête
2.
EP No: A6‑0171/2006
3.
Date of adoption: 1 June 2006

4.
Subject: Medicinal products for paediatric use
5.
Inter‑institutional reference: 2004/0217(COD)
6.
Legal basis: Article 95 EC

7.
Competent Parliamentary Committee: Environment, Public Health and Consumer Policy (ENVI)

8.
Commission position: The Commission can accept all 14 amendments as adopted by the European Parliament, in particular:

· The provision for the Commission to adopt guidelines relating to the operation of the reward contained in the Regulation in the form of a six‑month extension of the supplementary protection certificate.

· The introduction of a transitional period of five years after entry into force reducing the deadline for submission of an application to extend the supplementary protection certificate.

· Other amendments aimed at clarifying the text (concerning independence and impartiality of members of the Paediatric Committee, transparency of opinions, pharmacovigilance, early dialogue between companies and the Paediatric Committee on whether a product should be developed for children, and the avoidance of delays in the authorisation of medicinal products for populations).

9.
Forecast of Commission opinion: The Commission will accept all 14 amendments as adopted by the European Parliament (see above).
10.
Outlook for the adoption of the proposal: The Council is likely to adopt the amendments as submitted by the European Parliament soon.
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