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European Health Union: Regulating cross-border 
threats to health, and a renewed ECDC mandate 

During the first plenary session of October 2022, the European Parliament is expected to vote on two political 
agreements on proposals related to the European Health Union initiative: the proposed regulation on serious 
cross-border health threats (SCBHT), and the proposed regulation on extending the mandate of the European 
Centre for Disease Control (ECDC). Complementing the launch of the Health Emergency and Response Authority 
(HERA), and adoption of a renewed mandate for the European Medicines Agency (EMA), the proposed legislative 
acts are intended to enhance EU preparedness and its response to health crises.  

Background – European Health Union initiative 
The European Health Union initiative was published on 11 November 2020. Drawing on the lessons learned 
from the COVID-19 pandemic, it aims to strengthen the EU's health security preparedness, as well as 
reinforcing key EU agencies' crisis response. It comprises three legislative acts, based on Articles 114 and 
168 TFEU: the proposed regulation on SCBHT, a proposal for a regulation on a reinforced role for the EMA, 
and a proposal for a regulation of the amending regulation (EC) 851/2004 establishing ECDC. Regulation 
(EU) 2022/123 on a reinforced role for the EMA was adopted early in 2022. In addition, the Health and 
Emergency Preparedness and Response Authority (HERA) was established by a European Commission 
decision of 16 September 2021.  

Serious cross-border health threats and the European Centre for Disease Control 
The proposal on SCHBT aims at enhancing the EU's preparedness and response to health threats. On EU 
preparedness, the main innovations correspond to the creation of the Union preparedness plan on health 
crises (Article 5), which is complementary to the respective Member States' plans. The implementation of 
the national preparedness plans and the ECDC will assess their relationship with the Union plan every three 
years. Overall coordination is entrusted to the Health Security Committee (Article 4), composed of senior-
level European Union and Member State representatives. The proposal would also improve training 
opportunities for medical staff across the EU (Article 11), to improve their familiarity with other Member 
States' health systems, as well as their knowledge of the one health approach. Beyond these skills, the 
establishment of networks and national reference laboratories for epidemiological and medical 
surveillance, with ECDC involvement (Articles 13, 14, 15, 16) will complement the sharing of good practices 
among Member States.  

On the EU response, the European Commission would be entrusted with two new tasks: the adoption of 
temporary public health measures (Article 22), to be activated only based on specific recommendations by 
the ECDC, the World Health Organization, or the advisory committee established under Article 24; and the 
declaration of a public health emergency at Union level (Article 23). Such declarations should be made 
following the adoption of an opinion by the institutions mentioned in Article 22 (see above) whenever a 
serious cross-border threat to health endangers public health at the Union level. The proposal would 
provide the Union with specific tools to share information and enforce countermeasures. To ensure the 
timely understanding of a threat, Articles 18 and 19 would create an early warning and response system. As 
for the delivery of medical countermeasures, the proposal would provide for a joint European Commission 
and Member State procurement scheme (Article 12). Based on transparency, and flexibility, this scheme 
could also include exclusivity clauses, and/or the extension of its scope to Union candidate countries and 
European Free Trade Association members.  

The proposal to extend the ECDC mandate is the first update to the mandate since the creation of the 
centre in 2004. It aims at ensuring the timely delivery of the data and advice the Commission and Member 
States need for their health crisis preparedness and response. Within this framework, the ECDC's tasks 
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would be extended from its current activities on communicable diseases and related health conditions, to 
contribute to the monitoring of health systems across the Union, as referred to in the proposed SCBHT 
regulation (see above). The ECDC would coordinate the mainstreaming of data collection, validation, and 
transmission processes at EU level, including dissemination to the general public. The ECDC's contribution 
to the definition of research priorities is introduced as an additional task, together with its role in delivering, 
upon request or on its own initiative, guidelines for the management of communicable diseases and their 
related special health issues. To facilitate its overall monitoring and networking missions, the proposed 
regulation would provide for the creation of an EU Health Task Force, composed of ECDC staff and Member 
State experts, to assist with requests for preparedness and response planning, local responses to outbreaks 
of communicable diseases, and reviews in Member States and third countries as appropriate. 

European Parliament position 
Whilst the EU co-legislators reached a political agreement on the proposal to extend the ECDC's mandate 
on 29 November 2021, they only reached agreement on the linked proposal to regulate the EU's response 
to SCBHT on 23 June 2022. In parallel, the Council has advanced on the examination of a proposal for a 
Council regulation on the emergency framework of measures for ensuring the supply of crisis-relevant 
medical countermeasures in the event of a public health emergency at Union level (based on 
Article 122(1) TFEU under which the Parliament is not consulted), on which political agreement was reached 
on 17 December 2021.  
SCBHT: following the 13 July 2021 vote on Parliament's, Environment, Public Health and Food Safety (ENVI) 
Committee report (rapporteur, Véronique Trillet-Renoir – Renew, France) and the adoption of Parliament's 
position in plenary on 11 November 2021, a provisional agreement with the Council was reached on 
23 June 2022. The ENVI committee endorsed this agreement on 11 July 2022. The rapporteur underlined 
the Parliament's role in including the one health approach in the text, as well as in stressing the relevance 
of recognising health as a priority that spans all EU public policies. 

ECDC: following the 29 June 2021 vote on the ENVI committee report (rapporteur: Joanna Kopcińska – EPP, 
Poland) and the adoption of Parliament's position in plenary on 14 September 2021, a provisional 
agreement with the Council was reached on 29 November 2021. The ENVI committee endorsed this 
agreement on 13 January 2022. During the discussions, the Parliament has given particular prominence to 
the importance of providing an answer also to the impact of communicable diseases in the provision of 
healthcare for tackling non communicable diseases. The rapporteur stressed the need for smooth 
cooperation between the Union and Member States. 
The Parliament is due to vote on the two provisional agreements in plenary during the October I plenary 
session, enabling the package of legislative measures to build the European Health Union to come into 
effect. 

First-reading report: 2020/0322(COD); Committee 
responsible: ENVI; Rapporteur: Valérie Trillet-Lenoir (Renew, 
France).  

First-reading report: 2020/0320(COD); Committee 
responsible: ENVI; Rapporteur: Joanna Kopcińska (EPP, 
Poland).  
For further information see our 'EU Legislation in progress' 
briefing. 
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