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12 November 2013 
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Paediatric Committee (PDCO) 

Rules of procedure of the Paediatric Committee (PDCO) 
 

Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December 2006 on 
medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive 
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004 (amended by Regulation (EC) No 
1902/2006 of the European Parliament and of the Council of 20 December 2006 ), hereafter the 
Paediatric Regulation, lays down obligations, rewards and incentives for the development and placing 
on the market of medicines for use in children, and EU procedures to ensure that medicines used to 
treat children are subject to ethical research of high quality and are appropriately authorised for use in 
children, requirements for information to be available on the use of medicines in the various paediatric 
populations and sets up a Paediatric Committee. 

Since the Paediatric Committee is part of the Agency, the Integrated Quality Management System, 
endorsed by the Agency Management Board on 11 March 2004, applies to this Committee.  

Having regard to Directive 2001/83/EC of the European Parliament and of the Council of 6 November 
2001 on the Community code relating to medicinal products for human use, as amended, on the EU 

Code relating to medicinal products for human use;  

Having regard to Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 
March 2004 laying down EU procedures for the authorisation and supervision of medicinal products for 
human and veterinary use and establishing a European Medicines Agency; 

Having regard to the EEA Joint Committee Decision No 74/1999 of 28 May 1999 regarding the 
participation of the EEA-EFTA states in the work of the EMA; 

Having consulted the European Commission and the Management Board of the Agency on the basis of 
Article 5(2) of Regulation (EC) No 1901/2006, as amended; 

The Committee adopts the following rules of procedure: 

Una rivalutazione di tutti i dati disponibili sui medicinali 
a base di acidi grassi omega-3 contenenti una combina-
zione di un estere etilico dell'acido eicosapentaenoico (EPA) 
e acido docosaesaenoico (DHA) dimostra che questi medici-
nali non sono efficaci nella prevenire la ricorrenza di 
problemi cardiaci e circolatori in pazienti che hanno 
avuto un infarto.
Se state usando medicinali a base di acido grasso omega-3 
per ridurre il rischio di problemi cardiaci, il medico vi con-
siglierà la migliore opzione di trattamento alternative. 

I medicinali a base di acidi grassi omega-3 sono ancora 
autorizzati per ridurre i livelli di alcuni tipi di grassi nel san-
gue chiamati trigliceridi. Pertanto, se state usando questi 
medicinali per questo scopo, dovete continuare il trattamento.
Non ci sono nuovi problemi di sicurezza associati all'uso di 
medicinali omega-3.
In caso di domande o dubbi sui medicinali ad acidi grassi 
omega-3, contattate il medico curante.
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Per favorire la conoscenza dei MEDICINALI A BASE DI ACIDI GRASSI OMEGA-3 l’Agenzia 
Europea dei Medicinali (EMA) ha reso disponibile sul proprio sito www.ema.europa.eu/en le 
seguenti informazioni per i pazienti.


