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Executive summary

« Articles 4(2)(k) and 168 TFEU! give the EU the power to legislate on clearly
delimited aspects of health, and the EU institutions have used these powers.

« The Conference on the Future of Europe (CoFoE) gave a clear
recommendation for “health and healthcare” to be made a fully-fledged shared
EU competence. Implementing the recommendation requires amendments to
Articles 4 and 168.

« Though the mandate of the ECDC (European Centre for Disease Prevention
and Control) is already expanding, reforming Article 168(7) would be
necessary for an integrated health crisis response that goes beyond mere
‘coordination’.

« The current Article 168 has proven to be an insufficient legal basis for joint
procurement of medical supplies; an amendment would enable better
European Parliament control over the matter, among other benefits.

« Changes to Article 168(7) would be necessary for the adoption of European
minimum standards on the quality of national healthcare services.

- Mentioning a European Health Union in the new Article 3(3) TEU? would show
that citizens’ CoFoE proposals have been heard, and that Europe has
emerged from COVID more united.

1 Treaty on the Functioning of the European Union.
2 Treaty on European Union.



YOUNG

EUROPEAN

FEDERALISTS
Contents

EXECULIVE SUMIMAIY ...ttt 3
11 1o o 11 Tox 1o o 4
Current legal fraMEWOIK .........cooiiiici e 5
Use Of Article 168(4) IN PraCliCe ....oevivviiiiiiiiiiiiiiiiiiieeeee ettt eeeees 8
Use Of Article 168(5) IN PraCliCe ....ceviviviiiiiiiiiiiiiiiieieeeeee ettt 10
Public health crisis management post-COVID ..........cccoooeeiiiiiiiiiiii e 12

European Centre for Disease Prevention and Control (ECDC) and the Health Security
COMMITEEE (HSEC) ittt 13
Health Emergency Preparedness and Response Authority (HERA)..........ccoovvvvviiinnnne. 14
Opportunities for a health union beyond crisis management..........ccccccceeviieeiiiiiiiiieeee e, 15
RECOMMENUALIONS. ... ittt nnnnes 17

Articles 4, 6 and 168 TFEU: Giving the EU a horizontal shared competence on
protection and improvement of human health ..............ccccooii i, 17

Article 3 TEU: Making the creation of a European Health Union an objective of the EU18

Loosening the constraints of Article 168(7) TFEU ..........ccooii i, 18
Article 168 TFEU: A robust Treaty basis for joint procurement of health supplies,
INVOIVING the Parliament...........oooviiiiiiiiiiiiiiiieeeeeeeeeeee e 19
CONCIUSION <. 20
21T o][ToTo | =1 o] 0|V NSRRI 21
Introduction

The onset of the COVID-19 pandemic in 2020 represented an unprecedented health
emergency for the European Union. The EU took action, for example through joint
procurement of vaccines by the European Commission, and through promoting
adequate supply of medical goods. However, the EU’s seemingly limited possibilities
to tackle the pandemic prompted discussion on the extent of the EU’s competences
on health policy.

In her 2020 State of the European Union speech, Commission President Ursula von
der Leyen argued that the EU’s competences on health were not “full”, and explicitly
called for debate on the question (European Commission, 16 September 2020).
Indeed, in the Conference on the Future of Europe (CoFoE), the Citizens’ Panel on
climate change, the environment and health called for treaty reform to make “health
and healthcare” a shared EU competence (CoFoE 2022, Recommendation 49). The
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demand to amend Article 4 TFEU to include health and healthcare among shared
competences is repeated in the final plenary recommendations of the Conference

(Einal report, p. 50).

This paper evaluates the need for treaty reform for strengthening the EU’s
competences on health. In the current TFEU, Articles 4 and 168 specifically refer to
“public health”, which can be defined as prevention of disease, promotion of
longevity, and promotion of health at the level of the whole population (WHO). The
concept of public health should therefore be considered distinct from “health and
healthcare”, which would refer to healthcare services (Greer et al 2019, p. 63). In line
with the wording of the CoFoE recommendations, this paper’s scope includes public
health and health policy as a whole.

As the Conference on the Future of Europe has drawn to a close, the discussion on
Treaty reform is relevant for ensuring adequate follow-up to the Conference. During
the Conference, Commission Vice-President Dubravka Suica stated that the
Commission will support treaty reforms if citizens ask for it (Vasques, 21 January
2022). Moreover, using its rights under Article 48(2) TEU, the European Parliament
is currently preparing to make its proposals for Treaty change (European Parliament,
4 May 2022). Accordingly, it is appropriate to elaborate on the need for Treaty
reform.

This paper first summarises the current Treaty framework concerning health, offering
an overview of EU competences and of legislation adopted pursuant to these
competences. Secondly, the paper discusses EU structures for the management of
public health crises, in particular the European Centre for Disease Prevention and
Control (ECDC) and the Health Emergency Preparedness and Response Authority
(HERA) which are the subjects of current policy initiatives. Thirdly, the paper
considers opportunities for a more integrated European health policy in non-crisis
times. As a whole, the paper offers an assessment of the limits of the current Treaty
framework; the final section of the paper summarises the authors’ recommendations
for Treaty reform.

Current legal framework

In the Treaty on the Functioning of the European Union (TFEU), Title XIV is entitled
“Public Health”. The Union has enjoyed its own competence in the field of health
since the Maastricht Treaty: health policy can therefore be the subject of own EU
measures and cannot merely be considered as an annex to other areas. However,
the competences granted to the Union in this area remain very limited. In principle,
the Union cannot pursue an autonomous health policy, and the Member States
remain the "masters of health policy". The Union’s action is mainly limited to
supporting, coordinating and complementary measures.

As per Article 6 of the Treaty on the Functioning of the European Union (TFEU), the
“protection and improvement of human health” is a supporting competence. When


https://futureu.europa.eu/pages/reporting
https://www.euro.who.int/en/health-topics/Health-systems/public-health-services/public-health-services
https://www.ncbi.nlm.nih.gov/books/NBK551086/pdf/Bookshelf_NBK551086.pdf
https://www.euractiv.com/section/future-eu/interview/suica-commission-will-support-changes-to-treaties-if-citizens-ask/
https://www.europarl.europa.eu/news/en/press-room/20220429IPR28227/treaty-review-necessary-to-implement-conference-proposals-parliament-declares
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the EU has a supporting competence, it is able to support, coordinate or complement
Member States’ actions, but cannot pass legislation (European Commission).

Nonetheless, the current Treaty already provides certain avenues for EU legislation
on public health matters. Article 4(2)(k) of the Treaty gives the EU and Member
States a shared competence in “common safety concerns in public health matters,
for the aspects defined in this Treaty”. In the case of a shared competence, both the
EU and Member States are allowed to pass legislation: however, when the EU
legislates on a particular matter, Member States’ legislative power is correspondingly
limited, since EU law takes precedence over national law.

The EU’s powers on public health are defined further in Article 168 TFEU. Article
168(1) contains the so-called horizontal clause, which obliges the Union to ensure a
high level of health protection in all its policies and activities. The fact that this clause
is not included in the general provisions, as with other horizontal clauses such as
Articles 9—11 TFEU, does not change its overarching binding nature and equal
status with other objectives and horizontal clauses.

Article 168(4) outlines three public health matters in which EU legislation may be
adopted, using the exception provided by Article 4(2)(k): safety standards for organs
and substances of human origin, veterinary and phytosanitary measures aiming to
protect public health, and safety standards for medicinal products and devices.

Article 168(4)(a) TFEU provides for measures to establish high standards of quality
and safety for organs and substances of human origin, as well as for blood and
blood derivatives. The special authorisation was created in order not to leave organs
and substances of human origin to the economic logic of the internal market.2 The
measures taken under 168(4)(a) do not prevent the Member States from maintaining
or introducing more stringent protective measures. The Union can therefore only set
minimum standards.

Article 168(4)(b) authorises measures in the veterinary and phytosanitary fields
which have the direct objective of protecting public health. The provision was
introduced in the context of the Bovine Spongiform Encephalopathy (BSE) crisis,
also known as “Mad Cow Disease”, which faced Europe in the 1980s and 1990s.4
The Article separates veterinary and phytosanitary measures from agricultural
measures. Legally, Article 168(4)(b) thus represents a special provision to the
agricultural policy provisions of Article 43 TFEU. The delimitation is based on the
stipulation that Article 168(4)(b) can only be used for measures that "have as their
direct objective the protection of public health", even if the delimitation is difficult in

3 Johannes Christian Wichard, ‘Art. 152 EGV’, in Christian Calliess and Matthias Ruffert (eds.) Das
Verfassungsgericht der Europaischen Union mit Europdischer Grundrechtcharta, Munich, Verlag C.H.
Beck, 2007; Fischer, ‘Art. 168 AEUV’, in Carl-Otto Lenz and Klaus-Dieter Borchardt (eds.) EU-
Vertrdge Kommentar, Munich, Verlag C.H. Beck, 2012.

4 Gerald Sander, ‘Europaischer Gesundheitsschutz als primarrechtliche Aufgabe und grundrechtliche
Gewabhrleistung’, Zeitschrift fir Europarechtliche Studien 2/2005.
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individual cases. Generally speaking, health protection must be the main objective of
the foreseen measure in order to base any legislative act on Article 168(4)(b).

Article 168(4)(c) enables measures to set high quality and safety standards for
medicinal products and medical devices. The competence was newly introduced by
the Treaty of Lisbon, and acts as lex specialis to Article 114 TFEU.

Further, Article 168(5) lists additional matters on which the EU may legislate:
incentive measures for improving human health and combatting “major cross-border
health scourges™, measures for monitoring and combatting serious cross-border
health threats, and public health measures regarding tobacco and alcohol abuse.

It is important to notice that measures under Article 168(5) must exclude any form of
harmonisation of the laws or regulations of Member States. Hence, there cannot be
any doubt that the authors of the treaties wanted to prevent any direct and normative
interference into national health systems from European legislators. Although
‘measures” — that is, Regulations, Directives and Decisions — can be taken, any form
of harmonisation is therefore explicitly excluded.

The listing of matters on which the EU may adopt legislation shows that the Treaty
intends to clearly delimit the EU’s powers on public health. Article 168(7) reiterates
that the Member States are responsible for managing their health services and
allocating resources to them, as well as defining their health policies. This can be
explained against the background that health and social security systems are
structured, organised and financed very differently in the Member States: for
instance, some national systems are tax-financed, while other systems are
contribution-financed.

Beyond the provisions specifically focused on health, Article 352 TFEU could in
theory be used. The Atrticle refers to a situation where the Treaties haven’t provided
the necessary powers for the EU to attain one of the objectives set out in the
Treaties: in such a case, the Council would be able to adopt the necessary
measures by unanimity. During the COVID-19 crisis, Article 352 was used as a legal
basis to enable postponements to general meetings of certain types of companies
(Council Requlation 2020/699). However, the Article has not served as a basis for
action on health policy, and the exceptional nature of the Article means that the
threshold for doing so would be high.

Finally, it is useful to draw a distinction between Articles 168 and 114 TFEU.
Whereas Article 114(1) is widely used to harmonise legislation within the common
market when its conditions are met, Article 168 gives much more narrow space for

5 The term “incentive measures” is not clearly defined. Greer et al (2019, p. 64) write that the wording
refers to financing tools but not binding legislation. Meanwhile, Purnhagen et al (2020, p. 301) also
envisage the possibility of binding EU measures that would provide financial or other incentives, either
positive or negative, for Member State actions. In any case, Article 168(5) foresees the ordinary
legislative procedure for adopting these incentive measures, which suggests that the measures can
take the form of secondary Union law, so long as they do not harmonise Member States’ laws.

7
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EU legislation. As noted above, Article 168(5) even excludes harmonisation in
important fields of public health. Hence, it comes as no surprise that the choice of
legal basis in matters touching simultaneously upon the single market and the health
sector is controversial, and has given rise to numerous rulings by the European
Court of Justice.® In any case, the legislator must always ask itself where the centre
of gravity of the proposed legislative act lies, in order to determine the appropriate
legal basis.

In sum, public health is in principle a supporting competence for the EU, which
precludes legislative action by the EU. That said, through Articles 168(4) and
168(5), the Treaty provides six exceptions that enable legislation to be passed,
using the ordinary legislative procedure. In this way, under the Lisbon Treaty, the
EU competence on public health might be described as a supporting competence,
with carefully defined elements of shared competence hidden in plain sight.

Use of Article 168(4) in practice

The EU institutions have used the opportunity to adopt legislation in the matters
listed under Article 168(4). This section covers the matters listed in Article 168(4),
paragraphs (a)—(c) in turn.

Regarding safety standards for organs (Article 168(4)(a)), the European Organs
Directive (2010/45) sets requirements for example for the procurement of organs, for
the traceability of organs from donor to recipient, and for the qualifications of
healthcare personnel involved. Concerning blood and substances of human
origin, also mentioned in Article 168(4)(a), revision of the EU legislative framework
is ongoing (European Commission, 2022). The revision concerns Directive 2002/98
on the safety and quality of human blood and blood components, and Directive
2004/23 on the safety of human tissues and cells. The purpose of the legislation is to
prevent the spread of communicable disease through transfusion or transplantation:
the Commission justifies the revision, among other reasons, through increasing
globalisation in the sector. The announced legal basis for the new legislative
proposals, to be published in 2022, is Article 168 (see Annexes 1 - 4 to the
Commission Work Programme 2021; EP Leqislative Train Schedule): likewise, the
existing legislation was adopted under the “public health” article 152 of the previous
Treaty (Article 152 TFEU, Amsterdam version).

Similarly, updates of legislation using Article 168(4)(b) (veterinary and
phytosanitary measures) are underway. Namely, the revision of the Feed Additives
Regulation (1831/2003), for which a legislative proposal is upcoming (EP_Leqgislative
Train Schedule), uses Article 168 as a legal basis, alongside Article 43 which

6 See for example Philip Morris Brands SARL and others v The Secretary of State for Health (C-
547/14).
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empowers the Commission to make proposals for implementing the Common
Agricultural Policy.

Regarding medical devices, mentioned in Article 168(4)(c), new legislation is
currently entering into force: Reqgulation 2017/745 on medical devices (in force since
26 May 2021), and Regulation 2017/746 on in-vitro diagnostic medical devices
(entering into force on 26 May 2022). Both Regulations were adopted using Article
168 as the legal basis, complemented by the ‘catch-all’ legal basis of Article 114 that
provides for the establishment of an internal market.

A proposal on medicinal products for human use (COM/99/0315) was first adopted
in 2001 (Directive 2001/83) using the ‘internal market’ legal basis, as at that time, the
Treaty did not yet include a specific provision for legislation on medicinal products.
Following up on this, Regulation 726/2004 laid down rules for authorisation and
supervision of medicinal products for human and veterinary use and defined the
tasks of the European Medicines Agency (EMA). This regulation used the old “public
health” article (Article 152 TFEU, Amsterdam version) as a legal basis, but only for
parts concerning medicines of animal use (see Commission proposal,
COM(2001)404). At the time, the Treaty provided for legislation on measures in the
veterinary field, but not yet for measures for human use: therefore, for human
medicinal products, the ‘internal market’ legal basis (Article 95) was used.

More recently, Article 168(4)(c) together with the Lisbon Treaty’s ‘internal market’
article 114 served as legal basis for Requlation 2022/123, which reinforces the
European Medicines Agency’s role in crisis preparedness. The new legislation,
adopted on 25 January 2022, focuses on monitoring and mitigating shortages of
critical medical products: it codifies mechanisms that the EMA had established
during the COVID-19 pandemic, while also giving new tasks to the agency (EMA,
2022). It for example establishes the Medicine Shortages Steering Group within the
EMA, which is enabled to make recommendations to the Commission, Member
States and other entities in order to mitigate shortages (Regulation 2022/123, Article
8). As another example, the Regulation provides for an Emergency Task Force
within the EMA, which is tasked with providing scientific support for the development
of remedies during public health emergencies, among other tasks (Article 15). The
original Commission proposal (COM(2020)725, p. 4) suggests that the internal
market legal basis justifies the measures taken to combat shortages of products
within the internal market, whereas Article 168(4)(c) helps “ensure the quality and
safety of medicinal products and medical devices developed during [crisis] periods”.
In short, the COVID-19 pandemic has inspired an enlargement of the EMA’s
competences for ensuring crisis response, with Article 114 providing the internal
market rationale for the new actions for the availability of medicinal products; in the
meantime, Article 168 remains the treaty basis for standard-setting for the new
products.
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As it is connected to Article 4 of the Treaty, Article 168(4) is the most explicit
expression of existing EU legislative competence in public health. The above
overview shows that legislation has been adopted pursuant to each of the sub-
points of the Article, and that the potential of Article 168(4) has therefore been
exploited productively. As an exception, the legislation on medicinal products
precedes the specific EU competence to legislate in this field, which explains the
historical use of the generic internal market legal basis, which is now used jointly
with Article 168(4).

Use of Article 168(5) in practice

Though Article 168(5) gives the possibility for legislation to protect public health from
tobacco, EU tobacco legislation has instead been adopted using the internal
market legal basis. For example, the Tobacco Products Directive (2014/40) and the
Tobacco Advertising Directive (2003/33) — adopted before the Lisbon Treaty, when
the “public health” article of the Treaty did not yet mention tobacco specifically — do
not use public health as a legal basis. Delhomme (2020) argues that the resort to the
internal market legal basis is caused by the weakness of Article 168, which excludes
any harmonisation of Member States’ laws.” He continues that the use of the “wrong”
legal basis undermines the legitimacy of EU action, exposes legislation to legal
challenges insofar as it does not follow the internal market rationale of Article 114,
and prevents the EU from adopting minimum standards, as the setting of minimum
standards runs contrary to the logic of eliminating trade obstacles within the Single
Market. As an example of the second issue, provisions of the 1998 Tobacco
Advertising Directive that prohibited tobacco advertising in static places such as
billboards could not be justified in terms of facilitating trade within the Single Market,
and were therefore annulled by the European Court of Justice in the Germany v
European Parliament and Council (C-376/98) case (Delhomme, 2020). A stronger
treaty basis for EU legislative action on public health would therefore have been
necessary for achieving the desired policy outcomes.

While Article 168(5) offers a possibility for legislation against alcohol abuse, EU
action on the matter has been non-legislative, including support for Member State
efforts. In the 2006 EU alcohol strategy (COM(2006)625), the Commission explicitly
stated that it does not intend to substitute existing national legislation, citing the
subsidiarity principle. The apparent lack of interest in alcohol legislation contrasts
with the issue of smoking in public places, on which the Commission decided to
act, but had to unwillingly resort to a non-binding Council recommendation (2009)

7 The matters outlined in Article 168(4) appear to be an exception to this non-harmonisation rule, as
the actions under Article 168(4) are taken “by way of derogation” from Article 2(5), which in turn
excludes harmonisation in areas where the EU has supporting competence.
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due to the lack of a strong enough treaty basis for binding legislation (Delhomme,
2020; Delhomme, 2018).

With the COVID-19 pandemic, the provisions of Article 168(5) on “major cross-
border health scourges” and “serious cross-border threats to health” have
become patrticularly topical. In 2013 the paragraph was already used as a legal basis
for Decision 1082/2013, which for example foresaw the creation of the Early Warning
and Response System by the European Centre for Disease Prevention and Control
(ECDC) (Bacian, 2020). During the pandemic, the Member States have reported the
numbers of COVID-19 cases on their territory by using the system (ECDC, 2022). All
in all, the Decision provides the framework for constant communication between the
ECDC, the Commission and national authorities within the Member States, as well
as enabling joint advance procurement of medical countermeasures. In November
2020, the Commission made a proposal for a Regulation (COM(2020)727) that
reinforces the framework for responding to serious cross-border health threats, and
repeals Decision 1082/2013. Once adopted, the new framework will for example
oblige Member States to report on their preparedness plans; though Article 8 of the
proposal would empower the ECDC to ‘audit’ the preparedness plans, the
recommendations the ECDC makes during the audits are not binding. Besides the
audit of the preparedness plans, the Regulation would for example enable the
Commission to organise training for public health professionals within the Member
States.

More broadly, Regulation 851/2004, establishing the ECDC itself, was adopted using
the public health treaty basis. Likewise, the ongoing legislative process for
reinforcing the ECDC’s powers (COM(2020)726, see below) is based on Article
168(5) — the following section discusses the ECDC in further detail.

On the international arena, Article 168(5) served as a legal basis for the Council’s
authorisation for the EU to negotiate on the WHO ‘Pandemic Treaty’ (Decision
2022/451). The agreement is to provide a global framework for pandemic
preparedness and response, with the outcome of the negotiations due to be
submitted to the WHO’s World Health Assembly in 2024 (WHO, 1 December 2021).

Finally, one should note that annexes to the 2021 Commission Work Programme
foresaw Article 168 as a legal basis for the upcoming legislative proposal on a
European Health Data Space, without however specifying the intended paragraph
within the Article (European Commission 2020, p. 5). However, the final Commission
proposal (COM(2022)197/2, p. 6) no longer employs Article 168, but instead
references Article 114 (the “internal market” article), as well as Article 16 which
enables the Union to legislate on data protection matters. While the sharing of health
data across national borders can promote public health, Articles 168(4) or 168(5) do
not specifically provide for legislation on this matter; furthermore, Article 114(3)
explicitly refers to the possibility of adopting legislation in the field of health, using the
internal market legal basis where appropriate. Thus, while Article 168 appears
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insufficient as a legal basis for the legislation on a health data space, Article 114
provides adequate cover.

In sum, the possibilities offered by Article 168(5) have not been used as
comprehensively as those of Article 168(4). In particular, anti-tobacco legislation
has avoided Article 168(5) in favour of the “internal market” legal basis: while
legislation adopted under Article 168(5) cannot result in harmonisation, the
internal market legal basis offers such an opportunity. Likewise, the European
Health Data Space is being established on the basis of Article 114, despite the
Commission’s apparent interest in using Article 168 as a legal basis. That said,
the establishment of the ECDC and the EU’s work on the WHO Pandemic Treaty
are examples of Article 168(5) being used in practice.

Public health crisis management post-COVID

The COVID-19 crisis has substantially expedited European integration in public
health, with new frameworks for crisis management emerging during the pandemic.

Whereas the EU crisis response at the outset of the pandemic was at least initially
perceived as lagging behind, it steadily picked up pace, and EU coordination has
become a core asset in the management of the crisis. In particular, the European
Centre for Disease Prevention and Control (ECDC) has provided for exchange of
information about the spread of the pandemic, while the joint procurement procedure
foreseen by Article 5 of Decision 1082/2013 has been used for common purchases
of COVID countermeasures (European Commission).

Furthermore, the EU Health Security Committee (HSC) also played a pivotal role in
COVID through directly interconnecting the Member State health ministries.
Originally set up in 2001 at the request of national Health Ministers as an informal
advisory group on health security at European level, hosted under DG SANTE of the
Commission, its membership mostly consists of officials in national health ministries.
In 2013, Decision 1082/2013 reinforced the HSC'’s role in coordination and sharing of
best practice and information on national preparedness and response activities.

The growing importance of public health crisis management has given rise to new
initiatives, such as the Commission proposal foreseeing the expansion of the
mandate of the ECDC (COM(2020)726), or the creation of the Health Emergency
Preparedness and Response Authority (HERA) which enables common investments
in health preparedness through a dedicated budget. The following paragraphs
elaborate on ECDC, HSC and HERA, and their role in health crisis management.
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European Centre for Disease Prevention and Control (ECDC) and the Health
Security Committee (HSC)

The ECDC was originally created through Regulation (EC) No 851/2004 after the
2002 SARS outbreak, as an add-on on top of existing networks for infectious
diseases surveillance. By 2020, it oversaw a total staff of 286 and a budget of €60.4
million, with its main tasks including epidemic intelligence and surveillance, scientific
advice, and training of Member State specialists for investigations (Scholz 2020).
Furthermore, it takes action through thematic programmes, such as those on
antimicrobial resistance, healthcare-associated infections, tuberculosis, and vaccine-
preventable diseases (Scholz 2020, p. 7).

During the COVID pandemic, the ECDC expanded its remit of activities to respond to
the crisis. While the ECDC’s mandate has been limited to surveillance of health
threats, as opposed to providing advice on risk management, during the COVID
crisis the ECDC grew to provide advice to Member States and the Commission on
crisis responses such as lockdowns and face masks (Deruelle & Engeli 2021). The
Commission’s proposal for the new expanded ECDC mandate (COM(2020)726)
seeks to enshrine these developments legally, by enabling the ECDC to formulate
recommendations on health threat management to the Health Security Committee
(new Article 8b). Moreover, the ECDC would gain an operational capacity through
the “Health Task Force”, which it can mobilise to assist local response within
Member States (Deruelle & Engeli 2021; COM(2020)726, new Article 11a). The
European Parliament and EU Council have reached a provisional agreement on the
text through trilogues, and the proposal is currently awaiting its first reading in the
Parliament (EP_Legislative Train Schedule, April 2022).

Early on during the pandemic, Deruelle had criticised the distinction between the
ECDC’s surveillance and the HSC’s risk management role, which is not found in
corresponding national-level institutions, and which hinders effective crisis response
(Deruelle 2020). While the new enlarged mandate of the ECDC will increase
coordination, it nonetheless poses the question of the precise relations between the
HSC and the ECDC. Once the ECDC has a legal mandate to provide
recommendations to the Health Security Committee, one may assume that the
HSC'’s threshold for ignoring the recommendations becomes higher. Beyond legal
text, only practical experience can reveal how the relationship between the entities
evolves.

Further, one should note the difference between “recommending” and “prescribing”
measures to prevent the spread of epidemics.2 Even under the new legal regime, the
ECDC’s recommendations will remain non-mandatory: indeed, binding
recommendations would risk raising legal concerns around Article 168(7) TFEU,
which states that the “management of health services and medical care and the

8 The word “prescribe” is mentioned in point 5 of the JEF-Europe resolution, “For a coordinated EU
response to tackle the COVID-19 health emergency” (April 2020).
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allocation of resources assigned to them” is a Member State responsibility (see
Nolen & Stockebrandt 2021). In particular, binding recommendations could influence
Member States’ national control over resource allocation within their healthcare
systems.

However, the COVID-19 pandemic has put the exclusive national prerogative in this
field under question. Deruelle and Engeli (2021, p. 1393) suggest that future health
crises might raise a need to go beyond the current ‘coordination’ arrangement for
crisis management, towards ‘regulation’. Further, during the Conference on the
Future of Europe, the Citizens’ Panel focusing on health noted that the EU “does not
have enough competencies to legislate on healthcare”, and called for the possibility
to “issue binding regulations and decisions” (CoFoE 2022, Recommendation 49).

The context of crisis management provides the most obvious example for the need
for such binding EU-level decisions. Binding rules could concern, for example, the
methodologies on data collection and provision by national authorities, and the sizes
of stockpiles in the Member States (Beaussier & Chabane 2020, p. 818). Robust
democratic control at the European level for such measures would be essential for
their legitimacy, especially if they come from an EU agency such as the ECDC.
However, given the constraints imposed by Article 6 (public health as a “supporting
competence”) and by Article 168(7) (management of healthcare systems, including
resource allocation, as a national responsibility), the first necessary step towards
achieving an appropriately integrated crisis response is Treaty change.

Health Emergency Preparedness and Response Authority (HERA)

During the pandemic, the EU was criticised for the slow procurement of
countermeasures, above all vaccines. Introduced by the Commission in September
2021, the Health Emergency Preparedness and Response Authority (HERA) is
responsible for ensuring the rapid availability of medicines and other equipment such
as PPE (personal protective equipment) during cross-border health emergencies.
The Authority aims to strengthen the coordination between Member States, and also
with industries, to ensure preparedness and crisis response. HERA is housed
directly within the European Commission, and unlike ECDC, it is therefore not an EU
Agency. (European Commission 2021)

HERA has access to a budget of €6 billion for the 2021/27 period, and is able to
spend the budget on investments in health preparedness. The European
Commission justifies the creation of HERA by reference to the limits of the ECDC’s
mandate, as the latter only extends to communicable diseases, and moreover does
not include the procurement of medical countermeasures. Similarly, the European
Medicines Agency (EMA), which certifies medicines to be used within the EU, does
not have capacity to make procurements (European Commission 2021).
Nonetheless, ECDC and HERA have some seemingly overlapping tasks. HERA is
tasked with detecting health threats once they emerge and designing
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countermeasures, whereas ECDC identifies and assesses emerging health threats
in the field of infectious diseases, and will in the future make recommendations on
national response measures.

In connection with the introduction of HERA, the EU is laying out emergency
measures that may be taken when a cross-border health crisis emerges. An
upcoming Council Regulation (see Commission proposal, COM(2021)577) foresees
measures such as creation of a Health Crisis Board consisting of a representative
from the Commission and each Member State, which coordinates action to ensure
supply of medical countermeasures (Article 5). Moreover, the new Regulation
includes a provision for the Commission to procure medical countermeasures on
behalf of willing Member States (Article 7). In this way, the Council Regulation offers
a basis for joint procurement efforts similar to those which the Commission headed
after the onset of the COVID-19 pandemic.

The continuity also manifests in the choice of legal basis: Commission purchases of
COVID-19 vaccines were made based on the Emergency Support Instrument (ESI),
enabled by Article 122(1) TFEU (Lannoo & Sipiczki 2021), and the same Treaty
Article is cited as the legal basis for the new Council Regulation. Located under the
“‘Economic and monetary policy” chapter of the Treaty, Article 122(1) enables the
Council to take measures “if severe difficulties arise in the supply of certain
products”. In other words, the proposed new measures are not taken under the
Article 168(5) provision that mentions measures for “combating serious cross-border
threats to health”. The choice of Article 122 in joint procurement is reminiscent of the
adoption of health-themed legislation under Article 114 instead of Article 168: EU
action on health resorts to general internal market-based legal bases, instead of a
specific competence on health. Indeed, the Commission’s Q&A webpage (European
Commission, 16 September 2021) about HERA mentions Article 168, which however
is not mentioned in the relevant legislative documents.

As Article 122 foresees decisions by the Council without the European Parliament’s
involvement, providing new avenues for procurement under Article 168 — by means
of an ordinary legislative procedure involving both the Council and the Parliament —
would help bridge the EU’s democratic deficit. Further, a specific competence under
Article 168 would also facilitate joint procurement of medical supplies outside crisis
periods, for example in preparation for ordinary flu epidemics within the confines of a
predetermined budget (Naumann 2022, p. 259). In sum, a stronger Treaty basis
for procurement of medical supplies under Article 168 would ensure more
flexibility for EU action, while also guaranteeing a stronger democratic control.

Opportunities for a health union beyond crisis management

Beyond crisis preparation and management, the COVID pandemic has precipitated
discussion on European action for high-quality national healthcare systems. In a
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2020 report for the Commission, an EU expert group found that multiple national
health systems lacked the resilience required to respond to COVID adequately
(European Commission, 2020). Bucher (2022, p. 10) argues for European minimum
standards for health system resilience, and additionally highlights antimicrobial
resistance (AMR) as one cross-border threat which would require binding
commitments on the reduction of antibiotics use. Further, she argues for an
extension of the ECDC’s mandate to surveillance of non-communicable diseases,
which would not only enable insights into disease prevalence, but also support a
more effective crisis response, given that crises especially threaten demographics
with pre-existing medical conditions (Bucher 2022, p. 11).

Though Article 4(2)(k) provides for a shared competence in “common safety
concerns in public health matters”, these are limited to “the aspects defined in this
Treaty”, namely in Article 168. Extension of EU legislative action to topics such as
antimicrobial resistance would therefore entail either separately defining new matters
on which legislation is allowed or, as the final recommendations of the Conference
on the Future of Europe propose, a fully-fledged, horizontal shared competence
on public health.

Furthermore, calls for European integration move beyond public health, extending to
the organisation of national healthcare systems. While the organisation of healthcare
can only remain national responsibility due to the financial costs involved, treaty
reform could enable the EU to establish minimum standards for healthcare
systems. Including such a possibility would align with the CoFoE recommendation
of an EU competence on “health and healthcare”.

The European Parliament has already made demands in a similar vein: in July 2020,
a Parliament resolution called for the Commission to propose minimum standards for
patient safety, healthcare workers’ working conditions and resilience to pandemics
(European Parliament, 10 July 2020). Though the Parliament noted the Member
States’ competence in the matter, such legislation could easily run into legal
constraints under Article 168(7), unless the latter is amended. Further, Ujhelyi et al
(2021, p. 10) report on Hungarian stakeholder consultations which revealed strong
support for European standards on matters like waiting times for surgeries, and “the
material and personal conditions of health services”.

The last point is further elaborated in the manifesto for a European Health Union
(europeanhealhunion.eu), which calls for common standards for the training of health
professionals, and joint European and national action to address shortages of health
workers in certain regions. Such actions would be an appropriate show of solidarity,
especially as the cross-border mobility of healthcare personnel has been facilitated
by free movement within the Single Market.

Besides amendments to Article 168(7) TFEU, an amended Article 3(3) TEU could
enshrine the establishment of a European health union as an objective for the EU, as
suggested by former Commissioner Vytenis Andriukaitis (2021, p. 5). Adding the
mention of a Health Union to the Treaties would be a strong political signal of
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commitment to European solidarity on health, consolidating the spirit of cooperation
that Europe at its best managed to exhibit during the pandemic.

The EU already has financial instruments for public health: in the 2021/27
Multiannual Financial Framework, the EU4Health programme amounts to €5.75
billion, which includes investment in the strength of health systems, improving
medical products, and protection against cross-border health threats (European
Commission). The use of funding instruments can in the future continue to be a way
for the EU to respond to popular demands for a stronger EU on health, whilst
respecting Member States’ prerogatives in managing their own health systems. For
example, EU funding continues to provide added value for combatting rare diseases,
among other topics (Andriukaitis 2021, p. 4).

The next section summarises the paper’s recommendations for Treaty reform.

Recommendations

Articles 4, 6 and 168 TFEU: Giving the EU a horizontal shared competence on
protection and improvement of human health

Firstly, the next Treaty reform should make good on the clear recommendation made
by the Conference on the Future of Europe: Article 4 TFEU should be amended to
turn health and healthcare into shared EU competences. Correspondingly, Article 6
TFEU should also be amended.

At present, Article 6 TFEU lists the “protection and improvement of human health” as
a supporting competence for the EU (EUR-Lex). Meanwhile, Article 4(2)(k) adopts a
more limited wording, giving the EU a shared competence in “common safety
concerns in public health matters”, “for the aspects defined in this Treaty” (EUR-Lex).

In the amended Atrticle 4, the broader wording — currently found in Article 6 — would
better align with the CoFoE recommendation, which extends to “health and
healthcare”, as opposed to mere “public health”. Moreover, the broader wording
would for example enable the EU to develop minimum standards related to health
systems, as has been requested by the European Parliament and by various
stakeholders during the COVID pandemic.

Moving away from an ‘ad hoc shared competence’ for matters specifically listed in
the Treaty would enable EU legislation on emerging topics, such as antimicrobial
resistance, which are not mentioned in the Treaty. It should be noted that public
health, besides social policy, is the only policy area where the current Article 4
circumscribes the EU’s shared competences a priori, by referring to “aspects defined
in this Treaty”. Therefore, a fully-fledged, horizontal shared competence would also
simplify the Treaty, besides responding to citizens’ demands voiced during CoFoE.
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In short, the new Article 4(2) TFEU would read as follows:

“Shared competence between the Union and the Member States applies in the
following principal areas:

[...]

(k) protection and improvement of human health”
Accordingly, the current Article 6(a) TFEU would be deleted.

After these changes, it would no longer be necessary to offer a specific list of matters
on which the EU may adopt legislation. Thus, Articles 168(4) and 168(5) in their
current form would be obsolete. The new Article 168 should specify that EU
legislative power in health takes the form of minimum harmonisation, thereby
allowing Member States to maintain and adopt higher standards (see Delhomme
2020). For this purpose, a wording borrowed from Article 193° would be an
appropriate element to include in the new version of Article 168:

“The protective measures adopted pursuant to this Article shall not prevent any
Member State from maintaining or introducing more stringent protective measures.
Such measures must be compatible with the Treaties. They shall be notified to the

Commission.”

Article 3 TEU: Making the creation of a European Health Union an objective of
the EU

In TEU, Article 3 lists a number of objectives for the Union (EUR-Lex). Given the
public discussion on a European Health Union, also raised by citizens during CoFoE,
reference to a European Health Union in Article 3 would further indicate that the
public’s concerns are translated into the new Treaty. The round of Treaty reform
happening after an unprecedented health crisis would seem a natural moment to add
a mention of the Health Union to the Treaty.

A new line would be added to Article 3(3) TEU, in line with a proposal from
Andriukaitis (2021, p. 5):

“It shall promote universal health coverage by establishing a health union.”

Loosening the constraints of Article 168(7) TFEU

Article 168(7) TFEU includes a strong wording to protect Member States’ discretion
in defining their health policy, and the management of their health systems. The first

9 Article 193 TFEU provides for the principle of ‘minimum harmonisation’ in the field of environmental
protection.
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two sentences of the paragraph currently read as follows: "Union action shall respect
the responsibilities of the Member States for the definition of their health policy and
for the organisation and delivery of health services and medical care. The
responsibilities of the Member States shall include the management of health
services and medical care and the allocation of the resources assigned to them.”
(EUR-Lex)

By interpreting the Article narrowly, one might already argue that it is incompatible
with current practice: for example, the Patients’ Rights Directive (2011/24) influences
the delivery of medical care within the Member State (see Delhomme 2020).
However, admittedly, the Directive “respects the responsibilities of the Member
States”, and indeed Recital 19 of the Directive specifically mentions Article 168(7), in
arguing that cross-border healthcare should be organised according to the laws of
the country treating the patient (Directive 2011/24).

Nonetheless, as was argued previously, minimum standards on the quality of health
services, and even binding rules on health crisis preparation, would raise challenges
under the current Article 168(7), especially when it comes to the provision on the
“allocation of resources”. Specifying that EU measures take the form of minimum
standards would already constitute an assurance that Member States retain
independence in health policy. Additionally, a specific reference to the subsidiarity
principle in the new version of Article 168(7) would offer a signal that Member States
remain primarily responsible for defining health policy and how healthcare is
organised, whilst enabling a European health policy to serve as a common
backbone. After a Treaty reform, the new Article 168(7) could for example read as
follows:

“The Union shall respect the responsibilities of the Member States for the definition
of their health policy and for the organisation and delivery of health services and
medical care, in accordance with the principles of subsidiarity and proportionality.”

Article 168 TFEU: A robust Treaty basis for joint procurement of health
supplies, involving the Parliament

This paper has noted that measures concerning joint EU purchases of medical
goods to tackle crises have been taken based on Article 122(1) TFEU, which does
not provide for involvement of the European Parliament (EUR-Lex, Article 122
TFEU). Article 122(1) specifically mentions that it should be used “without prejudice
to any other procedures provided for in the Treaties”, which invites the possibility of a
specific procurement mechanism under Article 168. After Treaty reform, the new
Article 168 can offer a specific legal basis for common procurement of health
supplies, which can also affirm the Parliament’s role in the process. A new
paragraph, to be included in Article 168, would read as follows:
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“The European Parliament and the Council, acting in accordance with the ordinary
legislative procedure and in accordance with the principles of subsidiarity and
proportionality, shall establish a framework for ensuring the supply of medical goods
and countermeasures in the Union.”

Conclusion

After the Conference on the Future of Europe, it is the responsibility of the EU
institutions to ensure follow-up on citizens’ proposals. As the Conference took place
during the COVID-19 pandemic, it is hardly surprising that the final recommendations
of the Conference feature demands for more European integration on health. Both
the randomly selected Citizens’ Panels and the final plenary of the Conference
endorsed proposals that specifically request health to become a shared competence.
As the European Parliament is preparing its proposals for Treaty reform, it has the
opportunity to make proposals that incorporate this public demand.

Through an evaluation of existing and upcoming EU measures on public health, this
paper has offered arguments for the need for Treaty reform in order to achieve a
more integrated European Health Union. Amending Article 4 TFEU, as the
Conference has requested, is at the core of the necessary Treaty reform.
Furthermore, amendments to Article 168(7) TFEU would enable a more integrated
European health crisis response, and offer the opportunity for European minimum
standards on good-quality healthcare. A reformed Article 168 can also safeguard the
European Parliament’s involvement in decisions on European-level procurement of
medical goods. By mentioning a European health union in Article 3(3) TEU, the
institutions can further offer a clear signal to citizens that their proposals have been
heard, and that the EU has emerged from the COVID pandemic stronger and more
united.

20



YOUNG
EUROPEAN
FEDERALISTS

Bibliography

Andriukaitis, Vytenis (2021) A European Health Union as the Way Forward for the
Health of the Continent. Brussels: Foundation for European Progressive Studies.
Available at https://www.feps-
europe.eu/attachments/publications/210930%20a%20eu%20health%20union_policy
%?20brief v2.pdf, accessed 16 May 2022.

Bacian, lzabela (2020) The European Council, health policy and pandemics.
Brussels: European Parliament Research Service. Available at
https://www.europarl.europa.eu/RegData/etudes/ATAG/2020/642823/EPRS _ATA(20
20)642823 EN.pdf, accessed 16 May 2022.

Beaussier, Anne-Laure & Lydie Chabane (2020) ‘Strengthening the EU’s Response
Capacity to Health Emergencies: Insights from EU Crisis Management Mechanisms’,
European Journal of Risk Regulation, vol. 11(4): 808—-820.
https://doi.org/10.1017/err.2020.80.

Bucher, Anne (2022) Does Europe need a Health Union? Bruegel Policy
Contribution 2/2022. Brussels: Bruegel. Available at https://www.bruegel.org/wp-
content/uploads/2022/02/PC-02.pdf, accessed 16 May 2022.

Conference on the Future of Europe (2022) Panel 3 — European Citizens’ Panels.
Available from https://futureu.europa.eu/assemblies/citizens-panels/f/300/?locale=en,
accessed 16 May 2022.

Conference on the Future of Europe (2022) Report on the final outcome. Available
from https://futureu.europa.eu/pages/reporting, accessed 16 May 2022.

Court of Justice of the European Union (2016) Philip Morris Brands SARL and others
v The Secretary of State for Health (C-547/14).

Delhomme, Vincent (2018) Smoke-Free Environments: The Missing Link in EU Anti-
Tobacco Policy. College of Europe Policy Brief 8/2018. Bruges: College of Europe.
Available at http://aei.pitt.edu/97337/1/delhomme_cepob 8%2D18.pdf, accessed 16
May 2022.

Delhomme, Vincent (2020) ‘Emancipating Health from the Internal Market: For a
Stronger EU (Legislative) Competence in Public Health’, European Journal of Risk
Regulation, Vol. 11(4): 747-756. https://doi.org/10.1017/err.2020.85.

Deruelle, Thibaud (2020, 18 May) Framing Public Health Expectations in the EU
amid the COVID-19 Pandemic. Reconnect Europe blog. Available at
https://reconnect-europe.eu/blog/framing-public-health-expectations-in-the-eu-amid-
the-covid-19-pandemic/, accessed 16 May 2022.

21


https://www.feps-europe.eu/attachments/publications/210930%20a%20eu%20health%20union_policy%20brief_v2.pdf
https://www.feps-europe.eu/attachments/publications/210930%20a%20eu%20health%20union_policy%20brief_v2.pdf
https://www.feps-europe.eu/attachments/publications/210930%20a%20eu%20health%20union_policy%20brief_v2.pdf
https://www.europarl.europa.eu/RegData/etudes/ATAG/2020/642823/EPRS_ATA(2020)642823_EN.pdf
https://www.europarl.europa.eu/RegData/etudes/ATAG/2020/642823/EPRS_ATA(2020)642823_EN.pdf
https://doi.org/10.1017/err.2020.80
https://www.bruegel.org/wp-content/uploads/2022/02/PC-02.pdf
https://www.bruegel.org/wp-content/uploads/2022/02/PC-02.pdf
https://futureu.europa.eu/assemblies/citizens-panels/f/300/?locale=en
https://futureu.europa.eu/pages/reporting
http://aei.pitt.edu/97337/1/delhomme_cepob_8-18.pdf
https://doi.org/10.1017/err.2020.85
https://reconnect-europe.eu/blog/framing-public-health-expectations-in-the-eu-amid-the-covid-19-pandemic/
https://reconnect-europe.eu/blog/framing-public-health-expectations-in-the-eu-amid-the-covid-19-pandemic/

YOUNG
EUROPEAN
FEDERALISTS

Deruelle, Thibaud & Isabelle Engeli (2021) “The COVID-19 crisis and the rise of the
European Centre for Disease Prevention and Control (ECDC)’, West European
Politics, Vol. 44(5-6): 1376—1400. https://doi.org/10.1080/01402382.2021.1930426.

EUR-Lex (2001) Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code relating to medicinal products
for human use. Available at https://eur-lex.europa.eu/eli/dir/2001/83/0j, accessed 16
May 2022.

EUR-Lex (2003) Directive 2003/33/EC of the European Parliament and of the
Council of 26 May 2003 on the approximation of the laws, regulations and
administrative provisions of the Member States relating to the advertising and
sponsorship of tobacco products. Available at https://eur-
lex.europa.eu/eli/dir/2003/33/0], accessed 16 May 2022.

EUR-Lex (2003) Regulation (EC) No 1831/2003 of the European Parliament and of
the Council of 22 September 2003 on additives for use in animal nutrition. Available
at https://eur-lex.europa.eu/eli/req/2003/1831/0], accessed 16 May 2022.

EUR-Lex (2004) Regulation (EC) No 851/2004 of the European Parliament and of

the Council of 21 April 2004 establishing a European Centre for disease prevention
and control. Available at https://eur-lex.europa.eu/eli/req/2004/851/0j, accessed 16
May 2022.

EUR-Lex (2004) Regulation (EC) No 726/2004 of the European Parliament and of
the Council of 31 March 2004 laying down Community procedures for the
authorisation and supervision of medicinal products for human and veterinary use
and establishing a European Medicines Agency. Available at https://eur-
lex.europa.eu/eli/req/2004/726/0j, accessed 16 May 2022.

EUR-Lex (2010) Directive 2010/45/EU of the European Parliament and of the
Council of 7 July 2010 on standards of quality and safety of human organs intended
for transplantation. Available at https://eur-lex.europa.eu/eli/dir/2010/53/0j, accessed
16 May 2022.

EUR-Lex (2011) Directive 2011/24/EU of the European Parliament and of the
Council of 9 March 2011 on the application of patients’ rights in cross-border
healthcare. Available at https://eur-lex.europa.eu/eli/dir/2011/24/0j, accessed 16 May
2022.

EUR-Lex (2013) Decision No 1082/2013/EU of the European Parliament and of the
Council of 22 October 2013 on serious cross-border threats to health. Available at
https://eur-lex.europa.eu/eli/dec/2013/1082/0j, accessed 16 May 2022.

EUR-Lex (2014) Directive 2014/40/EU of the European Parliament and of the
Council of 3 April 2014 on the approximation of the laws, regulations and

22


https://doi.org/10.1080/01402382.2021.1930426
https://eur-lex.europa.eu/eli/dir/2001/83/oj
https://eur-lex.europa.eu/eli/dir/2003/33/oj
https://eur-lex.europa.eu/eli/dir/2003/33/oj
https://eur-lex.europa.eu/eli/reg/2003/1831/oj
https://eur-lex.europa.eu/eli/reg/2004/851/oj
https://eur-lex.europa.eu/eli/reg/2004/726/oj
https://eur-lex.europa.eu/eli/reg/2004/726/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32010L0053
https://eur-lex.europa.eu/eli/dir/2011/24/oj
https://eur-lex.europa.eu/eli/dec/2013/1082/oj

YOUNG
EUROPEAN
FEDERALISTS

administrative provisions of the Member States concerning the manufacture,
presentation and sale of tobacco and related products. Available at https://eur-
lex.europa.eu/eli/dir/2014/40/0], accessed 16 May 2022.

EUR-Lex (2017) Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices. Available at https://eur-
lex.europa.eu/eli/req/2017/745/0j, accessed 16 May 2022.

EUR-Lex (2017) Regulation (EU) 2017/746 of the European Parliament and of the
Council of 5 April 2017 on in vitro diagnostic medical devices. Available at
https://eur-lex.europa.eu/eli/req/2017/746/0j, accessed 16 May 2022.

EUR-Lex (2022) Council Decision (EU) 2022/451 of 3 March 2022 authorising the
opening of negotiations on behalf of the European Union for an international
agreement on pandemic prevention, preparedness and response, as well as
complementary amendments to the International Health Regulations. Available at
https://eur-lex.europa.eu/eli/dec/2022/451/0j, accessed 16 May 2022.

EUR-Lex (2022) Regulation (EU) 2022/123 of the European Parliament and of the
Council of 25 January 2022 on a reinforced role for the European Medicines Agency
in crisis preparedness and management for medicinal products and medical devices.
Available at https://eur-lex.europa.eu/eli/req/2022/123/0j, accessed 16 May 2022.

European Centre for Disease Prevention and Control (2022) EU-level surveillance of
COVID-19. Available at https://www.ecdc.europa.eu/en/covid-19/surveillance,
accessed 16 May 2022.

European Commission (1999) Proposal for a European Parliament and Council
Directive on the Community code relating to medicinal products for human use.
COM(1999)315. Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/PDFE/?uri=CELEX:51999PC0315, accessed 16 May 2022.

European Commission (2001) Proposal for a Regulation of the European Parliament
and of the Council laying down Community procedures for the authorisation and
supervision of medicinal products for human and veterinary use and establishing a
European Agency for the Evaluation of Medicinal Products. COM(2001)404.
Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=COM:2001:404:FIN, accessed 16 May 2022.

European Commission (2006) Communication from the Commission to the Council,
the European Parliament, the European Economic and Social Committee and the
Committee of the Regions: An EU strategy to support Member States in reducing
alcohol-related harm. COM(2006)625. Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52006DC0625&from=EN, accessed 16 May
2022.

23


https://eur-lex.europa.eu/eli/dir/2014/40/oj
https://eur-lex.europa.eu/eli/dir/2014/40/oj
https://eur-lex.europa.eu/eli/reg/2017/745/oj
https://eur-lex.europa.eu/eli/reg/2017/745/oj
https://eur-lex.europa.eu/eli/reg/2017/746/oj
https://eur-lex.europa.eu/eli/dec/2022/451/oj
https://eur-lex.europa.eu/eli/reg/2022/123/oj
https://www.ecdc.europa.eu/en/covid-19/surveillance
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:51999PC0315
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:51999PC0315
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=COM:2001:404:FIN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=COM:2001:404:FIN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52006DC0625&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52006DC0625&from=EN

YOUNG
EUROPEAN
FEDERALISTS

European Commission (2020) Annexes to the Communication from the Commission
to the European Parliament, the Council, the European Economic and Social
Committee and the Committee of the Regions: Commission Work Programme 2021
— A Union of vitality in a world of fragility. COM(2020)690. Available at
https://ec.europa.eu/info/sites/default/files/2021 _commission_work programme_ann
exes_en.pdf, accessed 16 May 2022.

European Commission (2020) Assessing the Resilience of Health Systems in
Europe: An Overview of the Theory, Current Practice and Strategies for
Improvement. Report by the EU Expert Group on Health System Performance
Assessment. Available at https://ec.europa.eu/health/system/files/2021-
10/2020 resilience_en_0.pdf, accessed 16 May 2022.

European Commission (2020) Proposal for a Regulation of the European Parliament
and of the Council amending Regulation (EC) No 851/2004 establishing a European
Centre for disease prevention and control. COM(2020)726. Available at https://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020PC0726, accessed 16 May
2022.

European Commission (2020) Proposal for a Regulation of the European Parliament
and of the Council on a reinforced role for the European Medicines Agency in crisis
preparedness and management for medicinal products and medical devices.
COM(2020)725. Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A52020PC0725, accessed 16 May 2022.

European Commission (2020) Proposal for a Regulation of the European Parliament
and of the Council on serious cross-border threats to health. COM(2020)727.
Available at
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM:2020:727:FIN, accessed
16 May 2022.

European Commission (2020, 16 September) State of the Union Address by
President von der Leyen. Available at
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH 20 1655,
accessed 16 May 2022.

European Commission (2021) Communication from the Commission to the
European Parliament, the European Council, the Council, the European Economic
and Social Committee and the Committee of the Regions: Introducing HERA, the
European Health Emergency preparedness and Response Authority, the next step
towards completing the European Health Union. COM(2021)576. Available at
https://ec.europa.eu/health/system/files/2021-09/hera_2021 comm_en_0.pdf,
accessed 16 May 2022.

European Commission (2021) Proposal for a Council Regulation on a framework of
measures for ensuring the supply of crisis-relevant medical countermeasures in the
event of a public health emergency at Union level. COM(2021)577. Available at

24


https://ec.europa.eu/info/sites/default/files/2021_commission_work_programme_annexes_en.pdf
https://ec.europa.eu/info/sites/default/files/2021_commission_work_programme_annexes_en.pdf
https://ec.europa.eu/health/system/files/2021-10/2020_resilience_en_0.pdf
https://ec.europa.eu/health/system/files/2021-10/2020_resilience_en_0.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020PC0726
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020PC0726
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020PC0725
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020PC0725
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM:2020:727:FIN
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_20_1655
https://ec.europa.eu/health/system/files/2021-09/hera_2021_comm_en_0.pdf

YOUNG
EUROPEAN
FEDERALISTS

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2021:577:FIN, accessed
16 May 2022.

European Commission (2021, 16 September) Questions and Answers: European
Health Emergency Preparedness and Response Authority — HERA. Available at
https://ec.europa.eu/commission/presscorner/detail/en/qanda_21 4733, accessed
16 May 2022.

European Commission (2022) Proposal for a Regulation of the European Parliament
and of the Council on the European Health Data Space. Available at https://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0197, accessed 16
May 2022.

European Commission (2022) Revision of the EU legislation on blood, tissues and
cells. Available at https://ec.europa.eu/health/blood-tissues-cells-and-
organs/overview/revision-eu-legislation-blood-tissues-and-cells_en, accessed 16
May 2022.

European Commission (n.d.) Areas of EU action. Available at
https://ec.europa.eu/info/about-european-commission/what-european-commission
does/law/areas-eu-action_en, accessed 16 May 2022.

European Commission (n.d.) EU4Health. Available at
https://ec.europa.eu/info/funding-tenders/find-funding/eu-funding-
programmes/eudhealth _en, accessed 16 May 2022.

European Commission (n.d.) Health Security Committee (HSC). Available at
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-
and-response/health-security-committee-hsc_en, accessed 16 May 2022.

European Commission (n.d.) Preparedness and response planning. Available at
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-
and-response_en, accessed 16 May 2022.

European Health Union (n.d.) Manifesto for a European Health Union. Available at
https://europeanhealthunion.eu/#manifesto, accessed 16 May 2022.

European Medicines Agency (2022, 31 January) A stronger role for EMA. Available
at https://www.ema.europa.eu/en/news/stronger-role-ema, accessed 16 May 2022.

European Parliament (2020) European Parliament resolution of 10 July 2020 on the
EU’s public health strategy post-COVID-19. 2020/2691(RSP). Available at
https://www.europarl.europa.eu/doceo/document/TA-9-2020-0205 EN.html,
accessed 16 May 2022.

European Parliament (2022) Legislative Train Schedule: Extension of the mandate of
the European Centre for Disease Prevention and Control (ECDC). Available at

25


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2021:577:FIN
https://ec.europa.eu/commission/presscorner/detail/en/qanda_21_4733
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0197
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0197
https://ec.europa.eu/health/blood-tissues-cells-and-organs/overview/revision-eu-legislation-blood-tissues-and-cells_en
https://ec.europa.eu/health/blood-tissues-cells-and-organs/overview/revision-eu-legislation-blood-tissues-and-cells_en
https://ec.europa.eu/info/about-european-commission/what-european-commission-does/law/areas-eu-action_en
https://ec.europa.eu/info/about-european-commission/what-european-commission-does/law/areas-eu-action_en
https://ec.europa.eu/info/funding-tenders/find-funding/eu-funding-programmes/eu4health_en
https://ec.europa.eu/info/funding-tenders/find-funding/eu-funding-programmes/eu4health_en
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-and-response/health-security-committee-hsc_en
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-and-response/health-security-committee-hsc_en
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-and-response_en
https://ec.europa.eu/health/health-security-and-infectious-diseases/preparedness-and-response_en
https://europeanhealthunion.eu/#manifesto
https://www.ema.europa.eu/en/news/stronger-role-ema
https://www.europarl.europa.eu/doceo/document/TA-9-2020-0205_EN.html

YOUNG
EUROPEAN
FEDERALISTS

https://www.europarl.europa.eu/legislative-train/theme-environment-public-health-
and-food-safety-envi/file-ecdc-mandate-extension?sid=04-2022, accessed 16 May
2022.

European Parliament (2022) Legislative Train Schedule: Revision of the blood,
tissues and cells legislation (REFIT). Available at
https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-
of-life/file-revision-of-the-blood-tissues-and-cells-legislation, accessed 16 May 2022.

European Parliament (2022) Legislative Train Schedule: Revision of Regulation (EC)
No 1831/2003 on additives for use in animal nutrition (REFIT). Available at
https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-
revisio-of-the-feed-additives-requlation, accessed 16 May 2022.

European Parliament (2022, 4 May) Treaty review necessary to implement
Conference proposals, Parliament declares. Available at
https://www.europarl.europa.eu/news/en/press-room/20220429IPR28227/treaty-
review-necessary-to-implement-conference-proposals-parliament-declares,
accessed 16 May 2022.

European Union (1999) Consolidated version of the Treaty establishing the
European Community. Available at http://hrlibrary.umn.edu/instree/EUAmMsterdam-
treaty.pdf, accessed 16 May 2022.

European Union (2012) Consolidated version of the Treaty on European Union.
Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A12012M%2FTXT, accessed 16 May 2022.

European Union (2012) Consolidated version of the Treaty on the Functioning of the
European Union. Available at https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A12012E%2FTXT, accessed 16 May 2022.

Fischer, ‘Art. 168 AEUV’, in Carl-Otto Lenz and Klaus-Dieter Borchardt (eds.) EU-
Vertrage Kommentar, Munich, Verlag C.H. Beck, 2012.

Greer, Scott L., Nick Fahy, Sarah Rozenblum, Holly Jarman, Willy Palm, Heather A.
Elliott & Matthias Wismar (2019) Everything You Always Wanted to Know About
European Union Health Policies But Were Afraid to Ask. Copenhagen: World Health
Organization Regional Office for Europe. Available at
https://www.ncbi.nlm.nih.gov/books/NBK551086/pdf/Bookshelf NBK551086.pdf,
accessed 16 May 2022.

Lannoo, Karel & Agnes Sipiczki (2021) ‘The EU Health Union in Search of a
Definition and an Open Discussion’, Intereconomics: Review of European Economic
Policy, Vol. 56(3): 150-152. Available at
https://www.intereconomics.eu/contents/year/2021/number/3/article/the-eu-health-
union-in-search-of-a-definition-and-an-open-discussion.html, accessed 16 May 2022.

26


https://www.europarl.europa.eu/legislative-train/theme-environment-public-health-and-food-safety-envi/file-ecdc-mandate-extension?sid=04-2022
https://www.europarl.europa.eu/legislative-train/theme-environment-public-health-and-food-safety-envi/file-ecdc-mandate-extension?sid=04-2022
https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-revision-of-the-blood-tissues-and-cells-legislation
https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-revision-of-the-blood-tissues-and-cells-legislation
https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-revisio-of-the-feed-additives-regulation
https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-revisio-of-the-feed-additives-regulation
https://www.europarl.europa.eu/news/en/press-room/20220429IPR28227/treaty-review-necessary-to-implement-conference-proposals-parliament-declares
https://www.europarl.europa.eu/news/en/press-room/20220429IPR28227/treaty-review-necessary-to-implement-conference-proposals-parliament-declares
http://hrlibrary.umn.edu/instree/EUAmsterdam-treaty.pdf
http://hrlibrary.umn.edu/instree/EUAmsterdam-treaty.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012M%2FTXT
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012M%2FTXT
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT
https://www.ncbi.nlm.nih.gov/books/NBK551086/pdf/Bookshelf_NBK551086.pdf
https://www.intereconomics.eu/contents/year/2021/number/3/article/the-eu-health-union-in-search-of-a-definition-and-an-open-discussion.html
https://www.intereconomics.eu/contents/year/2021/number/3/article/the-eu-health-union-in-search-of-a-definition-and-an-open-discussion.html

YOUNG
EUROPEAN
FEDERALISTS

Naumann, Anja (2022) ‘EU Response to Fighting the Coronavirus — Coordination,
Support, Action — Heeding its Citizens’ Calls?’, in Matthias C. Kettemann & Konrad
Lachmayer (eds.) Pandemocracy in Europe: Power, Parliaments and People in
Times of COVID-19. Oxford: Hart Publishing, 243-262.
http://dx.doi.org/10.5040/9781509946396.ch-012.

Nolen, Nathalja & Patrick Stockebrandt (2021) EU Amending Regulation: European
Centre for Disease Prevention and Control. CepPolicyBrief 17/2021. Freiburg:
Centrum fur Europaische Politik. Available at
https://www.cep.eu/fileadmin/user_upload/cep.eu/Analysen/COM_ 2020 726 ECDC/
cepPolicyBrief European_Centre for Disease Prevention_and Control COM_ 202
0 726.pdf, accessed 16 May 2022.

Purnhagen, Kai P., Anniek de Ruijter, Mark L. Flear, Tamara K. Hervey & Alexia
Herwig (2020) ‘More Competences than You Knew? The Web of Health
Competence for European Union Action in Response to the COVID-19 Outbreak’,
European Journal of Risk Regulation, Vol. 11(2): 297-306.
https://doi.org/10.1017/err.2020.35

Gerald Sander, ‘Européischer Gesundheitsschutz als primarrechtliche Aufgabe und
grundrechtliche Gewahrleistung’, Zeitschrift fir Europarechtliche Studien 2/2005.

Scholz, Nicole (2020) European Centre for Disease Prevention and Control during
the pandemic and beyond. Brussels: European Parliament Research Service.
Available at
https://www.europarl.europa.eu/RegData/etudes/BRIE/2020/651973/EPRS_BRI(202
0)651973 EN.pdf, accessed 16 May 2022.

Ujhelyi, Istvan, Mihaly Kékény & Orsolya Sili (2021) Attitudes Towards the
European Health Union: The Case of Hungary. Brussels: Foundation of European
Progressive Studies. Available at https://www.feps-
europe.eu/attachments/publications/feps%20policy%20brief%20eu%20health%20un
10n%201.pdf, accessed 16 May 2022.

Vasques, Eleonora (2022, 21 January) Suica: Commission will support changes to
treaties if citizens ask. EurActiv. Available at https://www.euractiv.com/section/future-
eu/interview/suica-commission-will-support-changes-to-treaties-if-citizens-ask/,
accessed 16 May 2022.

Wichard, Johannes Christian, ‘Art. 152 EGV’, in Christian Calliess and Matthias
Ruffert (eds.) Das Verfassungsgericht der Européischen Union mit Europaischer
Grundrechtcharta, Munich, Verlag C.H. Beck, 2007.

World Health Organization (2021, 1 December) World Health Assembly agrees to
launch process to develop historic global accord on pandemic prevention,
preparedness and response. Available at https://www.who.int/news/item/01-12-2021-

27


http://dx.doi.org/10.5040/9781509946396.ch-012
https://www.cep.eu/fileadmin/user_upload/cep.eu/Analysen/COM_2020_726_ECDC/cepPolicyBrief_European_Centre_for_Disease_Prevention_and_Control_COM_2020__726.pdf
https://www.cep.eu/fileadmin/user_upload/cep.eu/Analysen/COM_2020_726_ECDC/cepPolicyBrief_European_Centre_for_Disease_Prevention_and_Control_COM_2020__726.pdf
https://www.cep.eu/fileadmin/user_upload/cep.eu/Analysen/COM_2020_726_ECDC/cepPolicyBrief_European_Centre_for_Disease_Prevention_and_Control_COM_2020__726.pdf
https://doi.org/10.1017/err.2020.35
https://www.europarl.europa.eu/RegData/etudes/BRIE/2020/651973/EPRS_BRI(2020)651973_EN.pdf
https://www.europarl.europa.eu/RegData/etudes/BRIE/2020/651973/EPRS_BRI(2020)651973_EN.pdf
https://www.feps-europe.eu/attachments/publications/feps%20policy%20brief%20eu%20health%20union%201.pdf
https://www.feps-europe.eu/attachments/publications/feps%20policy%20brief%20eu%20health%20union%201.pdf
https://www.feps-europe.eu/attachments/publications/feps%20policy%20brief%20eu%20health%20union%201.pdf
https://www.euractiv.com/section/future-eu/interview/suica-commission-will-support-changes-to-treaties-if-citizens-ask/
https://www.euractiv.com/section/future-eu/interview/suica-commission-will-support-changes-to-treaties-if-citizens-ask/
https://www.who.int/news/item/01-12-2021-world-health-assembly-agrees-to-launch-process-to-develop-historic-global-accord-on-pandemic-prevention-preparedness-and-response

YOUNG
EUROPEAN
FEDERALISTS

world-health-assembly-agrees-to-launch-process-to-develop-historic-global-accord-
on-pandemic-prevention-preparedness-and-response, accessed 16 May 2022.

World Health Organization Regional Office for Europe (n.d.) Public health services.
Available at https://www.euro.who.int/en/health-topics/Health-systems/public-health-
services/public-health-services, accessed 16 May 2022.

Young European Federalists (2020, 5 April) For a coordinated EU response to tackle
the COVID-19 health emergency. Available at https://jef.eu/resolution/for-a-
coordinated-eu-response-to-tackle-the-covid-19-health-emergency/, accessed 16
May 2022.

28


https://www.who.int/news/item/01-12-2021-world-health-assembly-agrees-to-launch-process-to-develop-historic-global-accord-on-pandemic-prevention-preparedness-and-response
https://www.who.int/news/item/01-12-2021-world-health-assembly-agrees-to-launch-process-to-develop-historic-global-accord-on-pandemic-prevention-preparedness-and-response
https://www.euro.who.int/en/health-topics/Health-systems/public-health-services/public-health-services
https://www.euro.who.int/en/health-topics/Health-systems/public-health-services/public-health-services
https://jef.eu/resolution/for-a-coordinated-eu-response-to-tackle-the-covid-19-health-emergency/
https://jef.eu/resolution/for-a-coordinated-eu-response-to-tackle-the-covid-19-health-emergency/

