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Overview

•Decision 1082/2013/EU on Serious cross-

border threats to health 

–Crisis preparedness

•European Health Union proposal

•Health Emergency Response Authority 

(HERA) 



Decision 1082/2013 on Serious 

cross border to health
•This decision lays down the rules on epidemiological surveillance, 

monitoring, early warning of, and combating serious cross-border 

threats to health, including preparedness and response planning 

related to those activities, in order to coordinate and complement 

national policies. 

•Aim to support cooperation and coordination between the 

Member States in order to improve the prevention and control of 

the spread of severe human diseases across the borders of the 

Member States, and to combat other serious cross-border threats to 

health in order to contribute to a high level of public health protection in 

the Union. 



Serious cross-border threat to health 

definition - article 3 (g)

1. Life-threatening or otherwise serious hazard to 

health of biological, chemical, environmental or 

unknown origin 

2. spreads or entails a significant risk of spreading 

across the national borders of Member States, 

3. may necessitate coordination at Union level in 

order to ensure a high level of human health 

protection





Early Warning and Response System 

(EWRS)
EWRS is a rapid alert system to notify alerts at Union level in relation to 

serious cross-border threats to health (Article 8 of Decision 

1082/2013/EU). 

The system enables the EC and the National Competent Authorities 

in EU/EEA countries to be in permanent communication to alert, 

assess public health risks and determine the measures that may 

be required to protect public health. 

The system is owned by the EC, DG SANTE, and the IT application 

has been operated by the European Centre for Disease Prevention 

and Control (ECDC) since 2005. 



Health Security Committee (HSC)

The HSC is composed of representatives of the Member States 
(art. 17 of Decision 1082/2013/EU) having the following tasks:

a. support the exchange of information between the Member 
States and the Commission on the experience acquired with 
regard to the implementation of this Decision; 

b. coordination in liaison with the Commission of the 
preparedness and response planning of the Member States in 
accordance with Article 4; 

c. coordination in liaison with the Commission of the risk and 
crisis communication and responses of the Member States to 
serious cross-border threats to health, in accordance with Article 
11. 



European 
Health Union 

proposal

Stronger crisis preparedness and 
response for Europe



Tackling health crises 
Early lessons learnt from the COVID-19 pandemic show that the EU 

needs:

•more coordination 

•more resilient health systems, and

• to be better prepared for future crises



European Health Union proposal -
11 November 2020

First steps towards European Health Union, as 

announced in State of the European Union, a set of 

proposals to:

1. strengthen the EU’s health security framework, 

2. reinforce the crisis preparedness and response, 

including the new mandate of key EU agencies



1. A stronger EU health security 

framework
The EC proposes a new Regulation on serious cross-border threats 

to health to:

ü Strengthen preparedness: adoption of plans at national levels; 

comprehensive and transparent frameworks for reporting and 

auditing

ü Reinforce surveillance: surveillance system at EU level, using 

Artificial intelligence (AI) & other advanced technological means

ü Improve data reporting: reporting of health systems indicators 

A declaration of an EU emergency situation would trigger increased 

coordination and allow for the development, stockpiling and procurement 

of crisis relevant products



2. Stronger and more operational EU 

Agencies



2. Stronger and more operational EU 

Agencies



Health Emergency Preparedness 
and Response Authority HERA

SOTEU 2020 ïPresident von der Leyen

– We need to build a stronger European Health Union

– Opportunities for strengthening EU preparedness and response to serious cross-border 
health threats

– Set up a “European BARDA” –an agency for biomedical advanced R&D to support 
capacities and readiness for response 

11 Nov 2020 ïBuilding a European Health Union 

– strengthen the EU’s health security framework

– reinforce the crisis preparedness and response role of key EU agencies –ECDC and EMA

– outline for the Health Emergency Preparedness and Response Authority (HERA) 

25 Nov 2020 ïEU Pharmaceutical Strategy



HERA Inception Impact 

Assessment (27 Jan 2021)
•Mission: Enable the EU and its MS to rapidly deploy the most 
advanced medical countermeasures in the event of a health emergency 

• Assembly of ecosystems of public and private capabilities

• This will be done by covering the whole value chain and by providing 
end-to-end solutions

– Knowledge generation: threat assessment, market intelligence, foresight 

– Development: late stage research, innovation and development  

– Production: flexible and scalable manufacturing capacities  

– Deployment: EU level stockpiling and distribution    

– Training

Flexible and 
resourced 

financing & 
procurement 

capacities



HERA Incubator - 17 Feb 2021 

ïCommission Communication 

Key action areas: 

–rapid detection of variants; 

–adaptation of vaccines; 

–EU clinical trial network ï

–VACCELERATE; regulatory approval procedure; 
upscaling vaccine production and delivery

–The HERA Incubator will also serve as a 
blueprint for the EU's upcoming HERA



https://ec.europa.eu/health/security/overview_en



Any questions?

Thank you
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