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European Medicines Agency mandate extension 
On 11 November 2020, the European Commission adopted a proposal to strengthen the European Medicines 
Agency (EMA). The proposed regulation would allow the EMA, among other things, to better anticipate possible 
shortages of medicinal products and ensure their timely development, with the aim of improving the EU's 
capacity to respond to health emergencies. The European Parliament's Committee on the Environment, Public 
Health and Food Safety adopted its report on 22 June 2021. This is due to be voted during the July plenary 
session, thus setting Parliament's negotiating position and opening the way for interinstitutional negotiations. 

Background 
The Commission proposal on a reinforced role for the EMA in crisis preparedness and management is part 
of a three-pronged European health union legislative package, put forward to strengthen the EU's health 
security framework. The package comprises a communication, a proposal for a new regulation on serious 
cross-border threats to health, and proposals for regulations to extend the mandates of the EMA and the 
European Centre for Disease Prevention and Control, respectively. As the Commission points out, both 
agencies have been at the forefront of the EU's work to address the coronavirus pandemic, but need to be 
equipped with stronger mandates to better protect EU citizens and address cross-border health threats. 

European Commission proposal 
The proposal aims to reinforce the EMA so that it can facilitate a coordinated EU-level response to health 
crises, by monitoring and mitigating the risk of shortages of critical medicines and medical devices; 
providing scientific advice on medicines that may have the potential to treat, prevent or diagnose the 
diseases causing those crises; coordinating studies to monitor vaccine effectiveness and safety; and 
coordinating clinical trials. The proposed regulation would, among other things, create new structures 
within the EMA, such as an emergency task force, to be convened during public health emergencies. 
Steering groups on medicinal products and medical devices, respectively, would, inter alia, be responsible 
for monitoring supply and demand in view of preventing shortages in case of major events or health crises. 

European Parliament position 
Parliament has consistently promoted a coherent EU health policy, with a focus on shortages of medicines. 
The draft report on the proposal was discussed in Parliament's Committee on the Environment, Public 
Health and Food Safety (ENVI) on 15 April 2021. The final committee vote took place on 22 June 2021. The 
report puts forward, among other things, the creation of an interoperable digital platform to monitor and 
report on medicines shortages. To address the shortcomings that experience with clinical trials revealed 
during the pandemic, it promotes coordinated, well-designed, large-scale clinical trials, highlighting the 
need to reinforce public information about them. The report also calls for the steering groups' work to be 
more transparent and made public. Once Parliament formally adopts its position, interinstitutional 
negotiations could begin. The Council agreed its position on 15 June 2021. At the same meeting, it adopted 
conclusions on access to medicines and medical devices for a stronger and resilient EU, whereby 'access' is 
centred on three pillars: accessibility, availability and sustainability. 

First-reading report: 2020/0321(COD); Committee 
responsible: ENVI; Rapporteur: Nicolás González Casares (S&D, 
Spain). For further information see our EP 'Legislative Train 
Schedule' fiches on the European health union package files: 
Cross-border health threats; ECDC mandate extension; and 
EMA mandate extension.  
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