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Subject: Report from the Commission on pharmacovigilance related activities of Member 

States and the European Medicines Agency concerning medicinal products for 

human use (2012 – 2014) 

 

Agenda item 3i 
___________________________________________________________________________________ 

 
Article 29 of Regulation (EC) No 726/2004

1
 and Article 108b of Directive 2001/83/EC

2
 require regular 

reporting on the performance of pharmacovigilance tasks by the European Medicines Agency (EMA) and 

the Member States respectively.  

On 8 August 2016 the Commission adopted a report on the pharmacovigilance related activities of 

Member States and the EMA concerning medicinal products for human use
3
 with an accompanying Staff 

Working Document
4
 describe the activities of the EU’s networked and collaborative system for 

monitoring and controlling the safety of human medicines. While the legislation foresees different 

timelines for reports on tasks of the Member State and of the EMA, reporting on the EMA tasks 

was brought forward in order to allow a joined-up overview of the tasks of the EU network.  

Action to be taken:  
For information 
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