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The European Union is living in a state of pu-
blic health emergency. The COVID-19 epi-
demic is rapidly spreading across the EU 
causing a massive upheaval of public health 
systems, politics, economic relations, free 
movement and last, but not least, the lives of 
millions of people across the continent. 
According to the World Health Organiza-
tion, COVID-19 is an international pande-
mic with 120,000 laboratory-conrmed ca-
ses so far, and 4,600 deceased worldwide.

The public health risk associated with a pan-
demic outbreak epitomises what Ulrich 
Beck and other sociologists of risk have refe-
rred to as late-modern, man-made or manu-
factured risks. This particular disease ts 
the bill in that it is arguably the result of glo-
balisation and the diminishing space for - 
and human consumption of - wildlife. The 
management of such risks denes the struc-
tures of contemporary society, transforming 
it into what Beck calls the ‘ .’  risk society
The latter is dened by the paradoxical co-
existence of progress and risk – while rea-
ping the benets of globalisation and tech-
nological progress, we are also increasingly 
faced with its negative side-effects and new 
contemporary risks that are not truly contro-
llable nor fully measurable.  

The COVID-19 outbreak displays all the 
characteristics of such late-modern risks, 
particularly due to the globalised context in 
which it takes place, which is key when we 
are trying to conceive of appropriate regula-
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tory responses. Such risks are often ‘invisible,’ which means 
that they evade human perceptive abilities and can only be 
identied through recourse to specialised science. The case of 
COVID-19 is such a risk, in that in terms of policy there is only 
the preparedness for the unknown – and now when the risk is 
manifesting, we are scrambling to understand its global mag-
nitude and impact. At the same time, COVID-19 also painfully 
illustrates the distributional aspect of these types of risks – 
when their manifestation comes with enormous economic, so-
cial and human costs provoking conicts over distribution and 
testing solidarity among people and states.

The good news is that unlike as Trump might have it, the Euro-
pean Union is a world leading risk regulator with a constitutio-
nal commitment to a high level of protection of public health 
and an institutional structure in place to address public health 
risks and emergencies. The bad news is that situations of 
scientic uncertainty and high politicisation make it very hard 
for the EU to play this role. The COVID-19 crisis presents a 
steep challenge to the EU as a risk regulator given the unprece-
dented level of the current emergency. The EU and Member 
States have to take decisions in the face of rapid spread of the 
disease, rapidly changing scientic information and therefore 
under considerable time pressure. How can the legal frame-
work as developed in the context of EU risk regulation and pu-
blic health help in guiding the EU’s response?

The EU legal framework for EU public health emergencies

According to the EU Treaties, responding to public health 
emergencies, such as COVID-19, is primarily a responsibility 
of the Member States. EU action is limited to supporting, coor-
dinating or complementing action by Member States, as well 
as adopting incentive measures and recommendations (Article 
168 TFEU). This is due to limited EU competences in matters 
of health policy. However, EU action in the eld of public 
health emergencies should be seen within the broader EU fra-
mework of public health law and policy. The EU commitment 
to ensuring a high level of human health protection in the de-
nition and implementation of all its policies and activities is 
enshrined both in the Treaties and the EU Charter of Funda-
mental Rights. 
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ensuring a high level of

human health protection
is enshrined both in the
Treaties and the Charter. 
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Over the years, the EU’s role in responding 
to public health emergencies has grown, es-
pecially as a result of the Anthrax scare in 
2001 and the consecutive health scares of 
SARS and Bird Flu. In response to the last 
large scale event of the Swine u outbreak, 
the EU  was boosted by regulatory system
the 2013 Health Threats Decision. The latter 
is applicable to a wide scope of public 
health emergencies (including bioterrorism 
and environmental risks) and formalises so-
me of coordination and emergency manage-
ment and decision-making procedures. The 
Decision incorporates an older Communi-
cable Disease Early Warning and Response 
Mechanism (EWRS). It also institutionally 
formalises the Health Security Committee 
that encompasses a number of sub-groups in-
cluding one on public health communica-
tion. The European Centre for Disease Con-
trol (ECDC) manages the Early Warning 
and Response Mechanism through which 
contact-tracing of infected individuals 
throughout the EU becomes possible and 
communications about disease outbreaks 
can be communicated in a closed system of 
national public health institutions. The 
ECDC is also regularly updating its risk as-
sessment on COVID-19 situation in Euro-
pe. The health ministries are represented in 
the Health Security Committee which is 
chaired by the European Commission. 

Under this framework Member States are 
obliged to inform the ECDC, the Health Se-
curity Committee and the European Com-
mission of counter measures that are adop-
ted at national level, ideally before these are 
implemented. Furthermore, urgent imple-
menting measures can be taken by the Euro-
pean Commission for triggering the manu-

facturing and central authorisation of pan-
demic vaccines and other emergency medi-
cines. For this purpose, the system also pro-
vides the Commission with the ability to de-
clare an emergency in case the World Health 
Organisation has not done so. Cross-
sectoral coordination is taking place in a mo-
re ad-hoc manner in that the European Com-
mission established a ‘COVID-19 response 
team’, with ve commissioners coordina-
ting the work in different areas.

Furthermore, the Health Threats Decision 
foresees the possibility of voluntary public 
procurement of medicinal countermeasures 
and medical equipment. In the aftermath of 
the Swine Flu outbreak a mandatory system 
was intended to ensure EU solidarity in ti-
mes of emergency and to respond to the vast 
asymmetries that occurred in the procure-
ment of  across the EU. swine u vaccines
However, in 2013, by the time the Swine Flu 
was already out of the regulators’ minds, the 
Member States only agreed to sign on to a 
voluntarily system of public procurement. 
Currently 20 Member States have signed on 
to a tender for medical supplies, in order to 
prevent ‘useless competition between EU 
Member States and prevent international 
speculation.’

Lessons from EU risk regulation

What are the lessons from EU risk regula-
tion and its underlying principles, as deve-
loped through a long line of EU legislative 
and case law developments, for the current 
management of the COVID-19 outbreak in 
the European Union? The role of EU law, 
and of law more generally, in the face of 
scientically complex and rapidly moving 

https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3104489
https://www.ecdc.europa.eu/en/current-risk-assessment-novel-coronavirus-situation
https://www.ecdc.europa.eu/en/current-risk-assessment-novel-coronavirus-situation
https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response_en
https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response_en
https://www.oxfordscholarship.com/view/10.1093/oso/9780198788096.001.0001/oso-9780198788096-chapter-5
http://www.ansa.it/europa/notizie/rubriche/altrenews/2020/03/09/coronavirus-ue-siamo-al-fianco-dellitalia-_4f0ef69d-12f4-40e3-87d2-1afedc6bcb1e.html
http://www.ansa.it/europa/notizie/rubriche/altrenews/2020/03/09/coronavirus-ue-siamo-al-fianco-dellitalia-_4f0ef69d-12f4-40e3-87d2-1afedc6bcb1e.html
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developments, is to organise the process of 
how public decisions on risk should be ta-
ken. It is the adherence to such a legally man-
dated process that makes the outcome of de-
cisions legitimate and acceptable. A funda-
mental principle of EU risk regulation is the 
principle of risk analysis, which mandates 
that every decision-making process on risk 
must consist of a scientic risk assessment, 
and a politically responsible and democrati-
cally legitimated risk management. It must 
also be accompanied by effective risk com-
munication between and among public aut-
horities and between the latter and citizens. 
The main purpose of the risk analysis prin-
ciple is to ensure a balance between science 
and politics in risk regulation.

The risk assessment of COVID-19

A risk assessment is an essential procedural 
guarantee, which ows from the more gene-
ral duty of care, and ensures scientic objec-
tivity. It must be independent, excellent and 
transparent, and be carried out by scientic 
experts (Pzer, ), mostly especially T-13/99

designated agencies, such as the ECDC. 
With regard to risk assessment the COVID-
19 poses signicant challenges, as there is 
no scientic certainty with regard to the pre-
cise nature of the risk. In this regard most na-
tional agencies are well informed and coor-
dinated by the ECDC. However, the risk as-
sessment in the case of COVID-19 clearly 
goes beyond the assessment of the hazard, 
namely the virus itself, but also includes 
questions concerning critical infrastructu-
res (business continuity, availability of me-
dical equipment, surge capacity of hospi-
tals) and the way these will be affected in the 
Member States. Here it is clear that cu-
rrently the EU Health Security structure is 
scrambling to play catch up. This challenge 
was already outlined in the evaluation of the 
Inuenza A H1N1 outbreak, but in the mean-
time it is clear that risk assessment in this re-
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Risk assessment is highly
fragmented and politicised 
- not all Member States are
eager to share how many
antivirals they have stacked
up in their stockpiles. 

The role of EU law is to organise
the process of how public decisions

on risk should be taken

http://curia.europa.eu/juris/liste.jsf?language=en&num=t-13/99
https://ec.europa.eu/health/sites/health/files/preparedness_response/docs/ev_20200302_sr_en.pdf
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gard is highly fragmented and politicised, 
where not all Member States are eager to 
share how many antivirals they have stac-
ked up in their stockpiles. 

The risk management of COVID-19

Following the Court of the European 
Union’s case law, science must inform, but 
should not be the sole basis for making nor-
mative choices involved in public decision-
making. It is the task of risk managers, con-
sidering scientic advice, to decide on whet-
her action is warranted and 
what kind of action. This 
means often difcult, political 
and ethical choices, which can 
vary from one society to anot-
her according to the threshold 
of risk deemed acceptable. In 
other words, which risks so-
cieties are willing to accept, 
and what the levels of protec-
tion should be, is a decision for 
political institutions. In doing 
so, risk managers are obliged to ensure a 
high level of public health protection (Arti-
cle 9 and Article 168 TFEU). They must also 
consider particular circumstances on a case-
by-case basis, the severity of impact on pu-
blic health, the reversibility of such impact, 
and the current perception of risk based on 
available scientic evidence (Bayer, T-
429/13 and T-451/13). 

Most critically, risk managers must consi-
der the precautionary principle, a funda-
mental principle of EU risk regulation, and a 
general principle of EU law. It requires the 
authorities in question, to take appropriate 
measures to prevent specic potential risks 

to public health by giving precedence to the 
requirements related to the protection of tho-
se interests over economic interests (Bayer, 
T-429/13 and T-451/13). A situation of 
scientic uncertainty triggers the applica-
tion of this principle. While a zero-risk ap-
proach is not allowed, the precautionary 
principle calls on the institutions to take pro-
tective measures without having to wait un-
til the reality and seriousness of risks beco-
me fully apparent or until the adverse health 
effects materialise (BSE, C-157/96 and C-
180/96). Moreover, precautionary measures 

have to be proportionate. In ot-
her words, they must be appro-
priate to contain and mitigate 
the outbreak and not more res-
trictive than necessary to achie-
ve the ultimate objective of pu-
blic health protection.

What role for EU leadership?

What we currently see is that 
many commentators and citi-

zens are looking at the EU as a benchmark 
of whether their own country is taking the 
right precautions. However, legally the 
Member States have clearly chosen to only 
give the EU a limited role in this respect, for 
example when it comes to ensuring the avai-
lability of a centrally authorised vaccine. As 
a consequence, it is to be expected that once 
vaccines become available, a situation simi-
lar to the Swine Flu H1N1 outbreak will oc-
cur, where some Member States through 
pre-purchase agreements bought up all the 
vaccines available for the whole of the EU. 
Another area where we might expect con-
tention is when the EU will give guidance 
for the determination of risk-groups for vac-

Risk managers must
consider the precau-
tionary principle, a

fundamental principle
of EU risk regulation,

and a general principle
of EU law

http://curia.europa.eu/juris/liste.jsf?num=T-429/13&language=EN
http://curia.europa.eu/juris/liste.jsf?num=T-429/13&language=EN
http://curia.europa.eu/juris/liste.jsf?num=T-429/13&language=EN
https://eur-lex.europa.eu/legal-content/HR/TXT/?uri=CELEX:61996CJ0157
https://eur-lex.europa.eu/legal-content/HR/TXT/?uri=CELEX:61996CJ0157
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cination and the treatment of the virus with 
antivirals. During Swine Flu (which might 
be considered a dry-run for what we are fa-
cing today) Member States did not all fo-
llow the EU’s advice on risk groups and 
treatment protocols, which caused a lot of 
distrust and unrest among the population. 

At the same time, we would not nd it desi-
rable for the EU to fully take charge of the 
risk management in the Member States. 
And many calls for a simplistic centralisa-
tion of coordination and health powers at 
EU level are disregarding the vast comple-
xity of organising public health and healt-
hcare at Member State level that goes far be-
yond the issues of redistribution of public -
nances. If the EU was to oblige the Member 
States to order a particular vaccine for medi-
cal countermeasures or to take a certain pre-
cautionary approach, it would not be able to 
consider these intricate differences. The (pu-
blic) health systems in the Member States 
differ vastly, even within the states due to fe-
deration, culture, availability of resources, 
training of staff, equipment and the upkeep 
of critical infrastructures in general. So here 
we see the Member States adopt very diffe-
rent responses. Which is to be expected. So 
why would we need the EU then in a risk ma-
nagement role?

We do need the EU to manage and coordina-
te the science and the appropriateness of 
treatment. We also need the EU to organise 
solidarity through a mandatory system of pu-
blic procurement of medicinal equipment 
and medicines; and we even need the EU to 
make the choice as to who – what countries 
– receive these items rst. In other words, 
we could use the EU to organise solidarity 
among Member States, even when this 
means having the highly political role of de-
termining risk groups and treatment plans, 
and being able to dish out vaccines and anti-
virals. This would rationalise the response 
and ensure its efciency and effectiveness. 
The more  of the EU this  proactive stance
week is a good sign in this respect. Howe-
ver, on all other aspects, the Member States 
should remain in charge of risk manage-
ment in public health emergencies.

When national governments and public aut-
horities manage COVID-19 risks, they 
should be clear about their political respon-
sibility. While it is the task of risk assessors 
to communicate scientic advice including 
uncertainty information transparently, risk 
managers have to be transparent about poli-
tical choices. Politicians must be able to ta-
ke political responsibility for action, ex-
plain clearly which legal, political, ethical, 

We do need the EU to
manage and coordinate
the science and the
appropriateness of
treatment

https://www.theguardian.com/world/2020/mar/12/how-do-coronavirus-containment-measures-vary-across-europe?CMP=Share_iOSApp_Other
https://www.theguardian.com/world/2020/mar/12/how-do-coronavirus-containment-measures-vary-across-europe?CMP=Share_iOSApp_Other
https://www.consilium.europa.eu/en/press/press-releases/2020/03/10/statement-by-the-president-of-the-european-council-following-the-video-conference-on-covid-19/
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or socio-economic considerations inform 
their actions next to scientic advice. They 
should not hide behind science, nor act as 
scientic experts. Risk assessment and risk 
management are often intertwined in practi-
ce, but the responsibilities are clear. Demo-
cratically elected politicians, not scientists, 
will be held responsible for how they handle 
the COVID-19 crisis.

The COVID-19 crisis puts Europe’s capa-
city to govern both effectively and legitima-
tely to a test. It sheds light on the unique fea-
tures of the European integration project 
(such as its commitment to unity in diver-
sity), as well as unleashes some of its darker 
tendencies. Like in other situations of un-
certainty and political and economic uphea-
val, this crisis can be both a threat to and an 
opportunity for European integration. Will 
Europe’s response to COVID-19 unleash ne-
gative dynamics of populism and protectio-
nism, or will it strengthen the EU system of 
public health governance, and more gene-
rally, the EU’s sense of collective identity 
and solidarity? Let us hope so.  The EU is at 
a crucial point and further actions will deter-
mine which direction will be taken.
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