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ABSTRACT

EU health policy is a policy forged in crisis. Whilst maintaining the strict limitations on the
EU’s role that are described in the treaties, scandals and scares have historically been followed
by incremental but integrative policy change. Given this trend, should we be expecting a
radical expansion of EU health policy in the aftermath of Covid-19? And, if so, what
parameters and characteristics might this new agenda have? As we enter the period in which
the EU will try to elaborate its new health policy, this paper uses a Complexity perspective to
assess how the emerging agenda compares to existing and historical EU action on health, the
kind of decision-making that we are likely to see in the different areas of action, and the
limitations of EU health policy development as it pushes into more political and complex areas
of policy.
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INTRODUCTION

The ability of the European Union (EU) to respond exhaustively and effectively at the outset
of the Covid-19 pandemic was curtailed by the health competences assigned to it in the
Union’s founding treaties. The EU’s role in health is narrow, limited over the years by national
governments keen to retain control of their health policies and systems. The current treaties
permit the EU to harmonise national laws in a small set of specific areas, such as organs and
substances of human origin, pharmaceuticals and medical devices. In all other areas of health,
including crisis response, pharmaceutical procurement and infectious disease management,
the EU’s role is limited to supporting national policies and encouraging coordination.
Consequently, its initial health policy response was constrained. The EU did not have the
necessary stockpiles to respond to requests for personal protective equipment (PPE) and other
critical resources, and was not able to stop the wave of export bans adopted by national
governments seeking to retain what supplies they had. Whilst frustrating, this response
reflected the design and intention of member states (Brooks, de Ruijter and Greer 2020a).

More so than other policy areas, the progress of EU public health policy can be measured in
terms of crisis and response (Greer, de Ruijter and Brooks 2020). For instance, the Severe Acute
Respiratory Syndrome (SARS) outbreak in 2003 promoted the creation of the European Centre
for Disease Prevention and Control (ECDC), and poor coordination during the swine flu
epidemic in 2009 resulted in the creation of a mechanism for joint procurement of vaccines.
These and other examples illustrate a pattern in which crisis has commonly preceded
incremental but important steps in the development and integration of EU health policy.
Hence, given the scale of the Covid-19 pandemic, one would expect to see substantial changes
in the EU health agenda. But, is this happening?

To address this question, this article explores post-Covid-19 EU health policy, looking not
only at change in policy content, but also at how this new content is likely to shape decision-
making dynamics by bringing new, increasingly complex and politically contentious issues
onto the EU’s agenda. The first part presents the EU’s response to Covid-19. It describes the
extent and limitations of the EU’s role and reviews the changes that have since been proposed,
sketching the likely scope and content of the post-Covid health agenda.

In the second part, the article adopts a Complexity perspective and utilises one of the key tools
for applying this in a policy setting — the Complexity Diagram. This allows us to visualise the
core, decision-making characteristics of EU health policy, illustrating its varying complexity.
Drawing on previous work in this field, we plot the EU health agenda onto the Diagram at
four points in time, charting its development in 2000, 2010, at the start of 2020 and, finally, in
the post-Covid period (the latter drawing on the work presented in section one). In mapping
change over time, we assess the potential impact of Covid-19 upon what was, as we will show,
a relatively stable trend.

A final section reflects upon the potential trajectory of the EU’s post-Covid health agenda and
the resulting shifts in decision-making. The article concludes that Covid-19 has amplified the
drift of EU health policy into more complex terrain, and that whilst this trend might be seen
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as a positive indication of maturity and success within the policy area, it is not without its
challenges.

THE EU’S HEALTH POLICY RESPONSE TO COVID-19
From national to collective action

When Covid-19 hit, the EU had two main governance frameworks through which it could
organise its immediate response to the public health crisis. The first was the health security
framework set up by the 2013 Decision on Serious Cross Border Threats to Health (herein the
Health Threats Decision), which establishes a set of structures for emergency planning,
preparedness and response. The second was the Civil Protection Mechanism (CPM), which
facilitates cooperation between member states in the event of a disaster. Both performed as
intended and expected in the first phase of the crisis but, reflecting the EU’s limited health-
related powers, their capacity and reach was inevitably insufficient.

The Health Threats Decision (European Parliament and Council 2013) was adopted in the
aftermath of the Swine Flu outbreak. It defines the role of member states and various EU-level
institutions’ in (a) emergency planning and preparedness, (b) ongoing surveillance and data
collection, and (c) crisis response and coordination. Member states are to report on their
emergency planning and preparedness situation every three years, so that the Commission
can facilitate discussion of these provisions within the Health Security Committee (HSC, see
below). Data collection and surveillance is managed by the ECDC, which operates a network
of epidemiological information, communicated to it regularly by national authorities. In the
event of a crisis or the emergence of a new threat, an alert is raised via the Early Warning and
Response System (EWRS), triggering risk assessment from the ECDC and the start of
coordination of national responses via the HSC. The HSC — a committee of high-level national
representatives, assisted by the Commission and experts from relevant agencies — serves as
the venue in which national governments either consult on proposed measures to combat
serious threats to health in their territories or, where action had to be taken urgently, inform
their counterparts of such measures already adopted (de Ruijter 2019). Where the situation
overwhelms the capacity of a given member state, Article 11(4) of the Decision instructs
national governments to activate the CPM.

Whilst the HSC eventually became a valuable hub, coordination meetings were infrequent
and poorly attended in the initial weeks of the crisis and many member states had not reported
on their preparedness and response plans as required (Beaussier and Cabane 2020: 5). The
consequent lack of information about national capacities limited the relevance of ECDC
guidance and exacerbated weaknesses in the surveillance system. The ECDC relies on data
being transferred from national authorities, which commonly lack the infrastructure to collect
and/or the will to communicate this, and is itself under-resourced and lacking in power to
enforce national reporting (Greer 2012). Though a long-acknowledged problem, the

! For the Commission, action is generally led by the relevant units within the Health and Food Safety
Directorate, DG Santé.
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limitations faced by the ECDC, and consequently to its capacity to support member states,
have been highlighted by the pandemic.

The Health Threats Decision also establishes a Joint Procurement Agreement (JPA) for the
collective purchase of ‘medical countermeasures” (medicines, personal protective equipment
(PPE), laboratory supplies etc.). The EU’s role here is limited — the Commission manages the
call for goods but no EU funds are used; national governments express interest and, once the
contract is finalised, may then purchase under its terms (McEvoy and Ferri 2020). During the
pandemic, six procurement competitions have been launched, seeking to secure PPE,
ventilators, testing kits, and intensive care medicines. Exploratory talks have been concluded
on all six competitions and three contracts issued to date, though the JPA proved too slow and
intergovernmental to be much use during the initial, emergency period (de Ruijter et al. 2020:
18; see also van Schaik et al., this issue).

The EU’s second crisis-response governance framework, the CPM, is essentially a
matchmaking system. Member states report to the EU a list of their available strategic
resources (fire-fighting equipment, expert rescue teams, evacuation transport) which could be
deployed in the event of an emergency. In 2019, the CPM was “upgraded’ with the addition
of RescEU, a common stockpile of transport, medical equipment and field hospitals?. In a
crisis, a member state can make a request and activate the CPM, at which point the relevant
resources are identified and their deployment from the member state which hosts them to the
state which needs them is coordinated. Whilst this system successfully provided resources for
forest fires in Sweden in 2018, for example, it is not designed to respond to a situation in which
all member states require the same resources at the same time. As Covid-19 unfolded, national
governments were either already facing the pandemic or fearful that it would soon breach
their borders, and responded by seeking to keep strategic resources at home — a reaction
exemplified by the silence which met Italy’s request for supplies of PPE in February (Greer,
de Ruijter and Brooks 2020).

The initial response afforded by existing EU governance frameworks was thus limited and
widely criticised (Pacces and Weimar 2020; Renda and Castro 2020). Italy’s CPM experience
transpired to be indicative of a wider, if temporary, abandonment of member states’
commitment to solidarity. Through March and April, national governments adopted border
closures and bans on the export of crucial supplies, obstructing freedom of movement and
exhibiting behaviour indicative of European disintegration (Dimitrakopoulos and Lalis 2020).
Remarkably, however, as the pandemic entered ‘phase 2’, the EU began to play a more active
role and value of collective action seemed to become apparent to national leaders (Alemanno
2020). Travel and export bans were lifted, collective procurements were organised and a
common ‘exit strategy’ was agreed (European Commission 2020d). The HSC became a stable
venue for coordination of national actions and governments began to work together, perhaps
now seeing the need for a(nother) EU ‘rescue of the nation state’ (Brooks, de Ruijter and Greer
2020a). As in previous episodes, the crisis has exposed weakness and highlighted the added

2 A further amendment, made in April 2020, created the first RescEU stockpile of equipment relevant
specifically to public health crises, including ventilators, PPE and basic medicines.
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value of collective response. The question now is whether and how this will be
institutionalised in an expansion of the EU’s health policy.

The post-Covid EU health agenda: incremental but integrative

The full extent of any change to the EU’s health policy powers and agenda is still to be
determined but, from adopted initiatives and ongoing debates, the potential parameters of
this change can already be identified.

Early calls for treaty revision, to increase the EU’s formal health powers, were quickly rejected
as both infeasible and unnecessary. Consensus among academic lawyers is that, though
patchy, the EU’s legal basis for health already permits considerable action where this is
supported by political will (Guy 2020; Hervey and de Ruijter 2020; Pernhagen et al. 2020), and
that the same lack of will that constrains ongoing activity is likely to obstruct formal treaty
change (Clemens and Brand 2020). As if to illustrate this point and demonstrate the potential
of the existing competence, the Commission has either adopted or announced the upcoming
publication of a range of initiatives.

At the centre of these is the EU4Health Programme, announced in May and currently awaiting
adoption by the legislature (European Commission 2020a). EU4Health saw renewed ambition
from the Commission, reversing pre-existing plans that would have seen health absorbed into
the much broader European Social Fund Plus and earmarked just €413 million in the new
multi-annual financial framework. The stand-alone EU4Health Programme is likely to see a
budget of €1.7 billion, an unprecedented sum for health policy® and lists the objectives of
increasing preparedness for cross-border health threats, strengthening health systems, and
making medicines and medical devices available and affordable. Though similar to previous
programmes and yet to be elaborated into tangible actions, EU4Health’s objectives are based
on broad recognition of ‘a general need for...structural transformation...and systemic reforms
of health systems across the Union” (European Commission 2020a: para 15). If stretched to
their fullest, these provisions would underpin a significant expansion in the EU’s health
activity, into politically sensitive and substantively complex areas.

Supporting and elaborating on specific aspects of the EU4Health programme, several other
initiatives are in the pipeline. A communication on short-term health preparedness, published
in July, extends the role of the ECDC to production of guidelines on issues pertaining not only
to risk assessment but also risk management (interoperability of contact tracing apps,
management of potential ‘super-spreading events’, and optimisation of hospital space). Under
the EU Vaccine Strategy, adopted in June, the EU’s executive will sign Advance Purchase
Agreements (APAs) with pharmaceutical companies, on behalf of member states, and then
coordinate the supply and distribution of any eventual vaccine (European Commission
2020c). This is a significant change, since the JPA provides for collective purchase but does not

3 The €9.4 billion health budget originally proposed by the Commission was cut by the European
Council in July to €1.7 billion. The EU legislature reached provisional agreement on the new budget
on 10 November 2020, but this is still to be formally adopted by the European Council and European
Parliament.
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give the Commission a role in distribution. Looking to the longer-term challenges facing
vaccine development, a Pharmaceutical Strategy is due to published by the end of 2020. It will
be aimed at addressing access to medicines, pharmaceutical supply chains and innovation in
the sector (European Commission 2020b).

In sum, and reflecting wider dynamics of EU integration, the crisis has unfolded (to date) with
an initial period of intergovernmental and nationalistic responses, then muddling through
towards an eventual adoption of integrative and collective, if patchwork, solutions. In other
words, it displays all the dynamics of ‘failing forward’ (Greer, de Ruijter and Brooks 2020;
Jones, Kelemen and Meunier 2015). But, at this stage in its development, and given the
increasing sensitivity and uncertainty of the issues that the EU finds itself moving into, what
kind of decision-making is likely to characterise this new agenda? We utilise the lens offered
by Complexity approaches to assess the changing dynamics of EU health policy.

DEVELOPMENT AND DYNAMICS OF EU HEALTH POLICY: A COMPLEXITY
PERSPECTIVE

Complexity, a general term covering a wide range of complex, adaptive, emergent systems
and phenomena, originates in the natural sciences (Coveney and Highfield 1995). Though no
one Complexity theory exists, Complexity approaches have in common the examination of
whole systems, rather than their individual components and, as such, challenge traditional,
linear, reductionist approaches to scientific inquiry (Byrne 2005; Geyer and Rihani 2010;
Richardson and Cilliers 2001). From the 1990s, Complexity spread across the social and policy
sciences (Byrne and Callaghan 2013; Castellani and Hafferty 2010; Geyer and Cairney 2015),
and has gained particular traction in health and health policy (Alexander 2010; Greenhalgh
and Papoutsi 2018; Sturmburg and Martin 2013).

In European integration, Complexity acts as a bridge between the more positivist and
reflectivist theoretical perspectives (Geyer 2003; Geyer and Rihani 2010; Lehmann 2018).
Complexity recognises the importance of orderly structures and institutions and the ability to
make positivist claims about them. Nevertheless, it also recognises the inherent
unpredictability and uncertainty in all complex systems and the incredible diversity and
variety of human interpretations of those systems — hence the importance of reflexivity.

Applied to policy and governance, Complexity is a rejection of the traditional modernist
world view of order, causality, reductionism, predictability and determinism that marks the
foundation of the more extreme versions of New Public Management (NPM) and Evidence-
Based Policy Making (EBPM). Complexity overlaps with the pragmatist policy tradition
(Ansell and Geyer 2017; Sanderson 2009) and reminds us that policy-makers operate in a
continually shifting environment and, whilst some norms and institutions are relatively
stable, others are in almost constant flux. Policy-makers must accept uncertainty and change
as features of complex systems and realise that policy making is often as much art as it is
science. The real skill is recognising what decision-making strategies and methods are
appropriate to radically different contexts and situations.

The Complexity Diagram
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Within the broad field of Complexity and policy there are a wide range of concepts and tools.
Here we apply just one, the Complexity Diagram. The Complexity Diagram is a simple and
effective tool for thinking about any policy area from a Complexity perspective.
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41 Figure 1: The Complexity Diagram

43 As shown in Figure 1, the Complexity Diagram combines two axes based on the degree of
certainty and of agreement for a particular policy area. High levels of certainty indicate that
46 the issue is well known and easily understood, while low levels of certainty imply that it is
unknown/unknowable and that there are great differences in opinion over the issue, even
49 among experts. Meanwhile, high levels of agreement denote substantial public agreement
50 over the nature of, and solution to the issue, while low levels of certainty imply substantial

52 public debate and disagreement. These two axes create five main zones of decision-making:

56 4 The Complexity Diagram — also called a Stacey Diagram/Matrix — was developed by Ralph Stacey in
57 the early 1990s (Stacey 1993).Stacey later distanced himself from it over concerns that it was too

58 limiting; see R. Stacey, D. Griffin and P. Shaw (2002) Complexity and Management: Fad or Radical

59 Challenge to Systems Thinking? London: Routledge. However, the diagram remains popular in a
number of Complexity-related academic areas.
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Zone 1 (techno-rational): high certainty-high agreement. In this zone, the issue is well
understood, and the response agreed between the majority of key stakeholders. Data
on the issue is clear, abundant and easily accessible. Repetitive techno-rational
decision-making based on evidence-based actions and audit and targeting strategies

works well here.

Zone 2 (political): high certainty-low agreement. In this zone, data is clear and abundant
and experts understand the problem. However, the stakeholders disagree over how to
respond to it. In this case, more evidence is of little use and political bargaining and

consensus building become key decision-making tactics.

Zone 3 (judgemental): low certainty-high agreement. Here the main stakeholders agree
about the nature of the issue, but there is no simple answer or policy response to it.
Multiple strategies are possible and experts disagree over them. Judgemental and

discretionary decision-making becomes increasingly important.

Zone 4 (mixed complex): mixed certainty-mixed agreement. This is the most common
zone of policy- and decision-making. Data may be uncertain and contested. It is an
area in which stakeholders and experts disagree, to varying levels, over the nature of,
and responses to the issue. This requires a flexible response that blends political

decision-making with evidence-based processes and discretionary decision-making.

Zone 5 (disorderly): low certainty-low agreement. This is the most difficult area where
everyone disagrees and no one has a clear answer. Evidence is poor, limited and
continually shifting. The issue is highly emotive and politicised. Here, incremental
steps are important, and intuitive responses may be just as important as evidence-led

thinking.’

Utilising the Complexity Diagram to map the development of EU health policy

What can the Complexity Diagram tell us about EU health policy and the new health agenda
that is being forged in the aftermath of the Covid-19 crisis? Our goal is to map how the nature
of decision-making in EU health policy — the extent to which it is techno-rational, political,
judgemental, complex or disorderly — has changed over time, and might shift again under the
new health agenda. We first identify four aspects which constitute the EU health policy
agenda at any given time:

. The treaty base upon which health action is taken

Secondary EU law (regulations, directives and decisions adopted via the EU’s
legislative processes) that affect health

. Soft law and policy initiatives (non-legislative action) relating to health, and
. Institutional structures relating to health.

% This discussion of the Complexity Diagram is based on Webb and Geyer (2020).
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Under the relevant aspects, we compiled a list of key treaty articles, legislative proposals,
policy initiatives and institutions, ordered chronologically. The list is based upon a review of
major academic works on the development of EU health policy (cf Greer et al. 2014; 2019;
Hervey et al., 2017; Mossialos et al., 2010; Steffen, 2005), a search of the European Parliament’s
Legislative Observatory for files coded Health legislation and policy (undertaken August 2020),
a review of the EU Health Programmes from 2003 (when the first was launched) to present,
as well as information drawn from the policy documents analysed above. The purpose was
not to be exhaustive but rather to identify the key topics, issues and arguments which have
occupied the EU’s health agenda over the years, acknowledging that there will have been
many, less visible (and often less contested) activities happening on the side-lines.

We then independently ‘scored” the listed treaty bases, secondary law, policy initiatives and
institutional developments, according to the degree of certainty and agreement that
characterises the issue or topic that they relate to. We use a scale of 0 to 6, where 0 indicates
complete certainty and agreement, and 6 indicates complete uncertainty and disagreement.
For example, the 1992 European Drug Prevention Week initiative was scored by both authors
as 2,1, representing a certainty score of 2 and an agreement score of 1. This reflects the
considerable understanding among experts of which policy interventions might work best,
and the widely agreed nature of the problem of drug addiction. A round of pilot scoring,
based on a small sample, was reviewed for consistency of approach and final scores were
averaged between the two authors.

Finally, we selected four time periods from which to draw a ‘snapshot” of the EU’s health
agenda, to facilitate mapping of change over time. We thus split the list into the health agenda
as it stood in 2000, in 2010, at the start of 2020, and as it is likely to appear in the latter part of
2020 and beyond (the “post-Covid” health agenda). For each time period, we took an average
score for each aspect — for treaty base, secondary law, policy initiatives and institution-
building — to give four scores for each snapshot. These are explained and plotted on to the
Complexity Diagram below.

Limitations

There are obvious limitations to this approach and analysis. Though experts in the field, we
have a range of personal biases that will affect our scoring of the ‘certainty” and ‘agreement’
of particular aspects. Moreover, the definitions of ‘certainty’ and ‘agreement’ are not
significantly precise to enable highly accurate scoring; we chose a scoring range of 0 to 6 so as
to balance precision and detail. Similarly, we are not comparing precisely similar policies or
political and technical issues surrounding the policies. However, we are confident that the
existing strategy creates some interesting insights and provides a valuable starting point
which we and others can build upon in further work.

EU health policy: 2000, 2010, 2020 and Covid

EU health policy in 2000: Cooperation on key, common challenges

Table 1 presents an overview of the key features of the EU health agenda in 2000, as well as
the average score for each aspect, used to plot its position on the diagram in Figure 2.
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Table 1: Four key aspects of EU health policy in 2000 (with combined scores for certainty, agreement)

A. Treaty base (1.0, 1.5)
Article 100A of the SEA
Articles 3(0) and 129 of the Maastricht Treaty
Article 152 of the Amsterdam Treaty
B. Key secondary law (1.5, 2.5)
Directives on tobacco labelling, advertising, tar yield and tax
Directives on medical devices (including in vitro and active implantable)
Directive on Direct-to-consumer-advertising of prescription drugs
C. Key soft law and policy initiatives (2.0, 1.3)
Action plans (e.g. ‘Europe Against Cancer’, Europe Against AIDS’)
European Drug Prevention Week
EU Public Health Action Plan
D. Building blocks of the institutional structure (1.8, 1.5)
Founding of early health-related NGOs
DG Health and Consumers (now DG SANTE)
European Monitoring Centre Drugs & Drug Addiction, European Medicines Agency

G
Far from agreement Zone 4
Mixed complex
dedsion-making Zone 5
Disorder intuition KEY:
4
Zone 2
Political decision-
makkH
2
7
Techno-rational
decision-making e
5 Judgemental decision
Close to agreement -making
0
A 4 6

Close to certainty Far from certainty

Figure 2: The main zones of EU health policy in 2000

Explanation for scoring/positioning

It was not until the late 1980s and early 1990s that health gained a treaty base, and Aspect A
(Treaty base, score 1.0, 1.5) falls in Zone 1 (techno-rational) because the resulting texts
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carefully constrained the EU’s role, limiting it to areas where cooperation was logically
necessary (such as cross-border crises) and keeping it out of the more political and divisive
issues that characteristic national health policy. Moreover, these developments were driven
by functional spill-over from the internal market via the SEA, response to crises (the
strengthening of the health mandate in the Amsterdam Treaty, for instance, is understood as
a response to the BSE outbreak), and legal interventions by the Courts (Brooks 2012; Greer
2006). These drivers make use of bureaucratised and formalised structures.

Aspect B (legislation, score 1.5, 2.5) falls into Zone 2 (political). Public health legislation was
limited primarily to pharmaceuticals and medical devices; uncontroversial, technical
regulations which were linked to key markets. Explicitly market-led legislation — such as that
on tobacco and direct-to-consumer-advertising of prescription drugs (DTCA-PD) - saw
greater politicisation but still replicated the core positions of member states. In the case of
tobacco, EU policy also reflected a growing recognition of the fundamental threat to health of
tobacco usage, as well as the growing wave of local, national and international regulation at
the time.

Soft law and policy initiatives (Aspect C, score 2.0, 1.3) in this period built on existing informal
activities, gathering them within the first framework for EU action on health in 1994.
Importantly, these centred on technical, research-related activities, such as cancer, HIV/AIDS
and drug addiction, as well as more general health promotion, education and data collection
issues. The solutions to these issues were not always clear but they networked clinical and
professional actors who were largely agreed on the nature of the issues at stake, placing it on
the boundary of Zone 3 (judgemental). The creation of a nascent network on health-related
interest groups and a dedicated DG Health and Consumers was representative of the slowly
growing need for both technical and political input into the increasingly complex issues being
addressed in EU health policy, but also firm agreement about the need for institutional
structures to support coordination (Aspect D, score 1.8, 1.5).

EU health policy in 2010: Regulating health and the market

Table 2 presents an overview of the key features of the EU health agenda in 2010, as well as
the average score for each aspect, used to plot its position on the diagram in Figure 3.

Table 2: Four key aspects of EU health policy in 2010 (with combined scores for certainty, agreement)

A. Treaty base (1.0, 1.5)
Nice Treaty and draft constitutional treaty — no change
B. Key secondary law (1.7, 2.1)
Pharmaceutical legislation (orphan drugs, medicinal products, clinical trials etc.)
Directives on tobacco products, tax and sponsorship
General Food Law and nutrition and health claims regulation
Directives on blood, tissues and organs
Services Directive, Working Time Directive
C. Key soft law and policy initiatives (2.3, 1.7)
Health Programme I and II, plus FP7 funding
Council recommendations on cancer screening and patient safety
Council conclusions on common values & principles of EU health systems
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Commission initiatives on drugs, smoking cessation etc.
D. Building blocks of the institutional structure (1.4, 1.9)
EU Health Forum, EU Platform diet, physical activity & health, EU Alcohol and Health Forum
HSC
European Food Safety Authority, ECDC

6
Far from agreement Zone 4
Mixed complex
decision-making Zone 5

Disorder intuition KEY:

Fone 2
Political decision-

Techno-rational

decision-making Zone 3

Judgemental decision

Close to agreement -making

0

Close to certainty Far from certainty

Figure 3: The main zones of EU health policy in 2010

Explanation for scoring/positioning

Little substantive treaty change occurred between 2000 and 2010, hence Aspect A (Treaty base,
score 1.0, 1.5) was unchanged, but legislative activity increased considerably on the back of
the strengthened mandate provided by the 1997 Amsterdam Treaty. This underpinned a
steady stream of public health regulation, supported by the establishment of the EFSA and
the ECDC in 2002 and 2005 respectively. The comparatively less political, more certain public
health legislation counter-balanced fierce debate in other areas, placing Aspect B (legislation,
score 1.7, 2.1) on the edge of Zone 2 (political). For instance, on the market side, health actors
became skilled in utilising non-health treaty bases to pursue health objectives (examples
include the regulation of tobacco advertising and food labelling). They were also preoccupied
with the increasingly apparent threat posed by the application of internal market law to the
health sector. A series of Court judgements, dating from the 1990s but reaching a high-water
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mark in the mid-2000s, had raised fears that the EU’s rigorous and liberalising regime of
competition and state aid law might be systematically applied to health (Nickless 2002: 78).

Alongside the hive of legislative activity, the EU’s softer public health policy (Aspect C, score
2.3, 1.7) was also growing in recognition and scope. The first EU Health Programme was
adopted for the 2003 to 2008 period, and replaced by another for 2008 to 2013. The placement
in Zone 3 (judgemental) reflects the expansion of the health agenda into less tractable issues
(health inequalities, health promotion), where multiple solutions exist, particularly given the
variety of member state health systems. This activity was complemented by the founding of
European level bodies, such as the EU Health Forum and the HSC, the latter introducing an
element of intergovernmental steering. This moved Aspect D (institutional structure, score
1.4, 1.9) a little further up the political axis, as the need for delegation, external input and
member state control continued to grow.

EU health policy at the start of 2020: political oversight of health systems and fiscal
sustainability

Table 3 presents an overview of the key features of the EU health agenda in 2020, as well as
the average score for each aspect, used to plot its position on the diagram in Figure 4.

Table 3: Four key aspects of EU health policy at the start of 2020 (with combined scores for certainty, agreement)

A. Treaty base (1.7, 2.2)
Article 168 of the Lisbon Treaty, Charter of Fundamental Rights, Fiscal governance framework
B. Key secondary law (1.9, 2.4)
Tobacco products directive
Pharmaceutical legislation adopted (falsified medicines, clinical trials, medical devices) and
withdrawn/pending (information to patients, health technology assessment)
Directive on Patients’ rights in cross-border healthcare
Decision on Serious cross border threats to health
Regulation on Food information to consumers
C. Key soft law and policy initiatives (2.8, 2.4)
Health Programme III
Commissions initiatives on smoking cessation, digital care, cancer etc.
Action plans / joint actions eHealth, health workforce, health technology assessment, European
Reference Networks, anti-microbial resistance etc.
Council Conclusions modern, responsive & sustainable systems
Commission staff working document on investing in health, Joint Assessment Framework for
health, Communication on effective, accessible & resilient health systems
D. Building blocks of the institutional structure (3.0, 2.3)
Expert panel effective ways investing in health
Steering group promotion, prevention & NCDs
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Figure 4: The main zones of EU health policy in 2020

Explanation for scoring/positioning

As the Lisbon Treaty came into force in 2009 the only major change to the health provisions —
and thus the only shift in Aspect A (Treaty base) in Figure 2 — was in Article 168 TFEU. Like
previous iterations, it is not a health article, but rather a public health article, reflecting member
states” concern that the EU focus its attention on population-level measures and be excluded
from involvement in health services (Greer et al. 2014: 20). Nevertheless, it expanded and
consolidated the EU health mandate (Hervey and McHale 2015), pushing Aspect A (Treaty
base, score 1.7, 2.2) into Zone 2 (political).

Aspect B (legislation, score 1.9, 2.4) moves further into Zone 2 (political) as some politically
difficult legislative files progress. The Directive on Patients” Rights and the Tobacco Products
Directive ended fraught and longstanding battles. Meanwhile, functional pressures continue
to require legislation on medical devices and clinical trials, and shared risks from HIN1
influenza prompted new legislation in the area of health threats. Under the Juncker
Presidency, there was considerably less legislative activity (Brooks and Biirgin 2020); the only
new initiative — on health technology assessment — remains stuck in the Council at the time of
writing, indicative of the politicised nature of health regulation in this period.
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Aspect C (soft law and policy, score 2.8, 2.4) shifted squarely into Zone 4 (mixed complex).
This reflects both a decline in the traditional areas of public health policy and an increase in
the focus on health systems. Meanwhile, reflecting the relevance of the economic governance
framework for health during this period, both the Council and the Commission produced a
series of politically contentious soft law tools on the topic of health system sustainability and
performance, and policy initiatives pivoted to address issues tied to the prevailing jobs and
growth agenda of the Commission Presidency (eHealth/digital health, health technology
assessment etc.). Aspect D (institutional structure, score 3.0, 2.3) moved into Zone 4 (mixed
complex) as bodies are created to tackle some of the more difficult, and politically sensitive,
aspects of public health and health systems policy.

EU health policy in the post-Covid era: political navigation of uncertain issues?

Table 4 presents an overview of the key features of the EU health agenda as it is likely to be
characterised in the post-Covid period, as well as the average score for each aspect, used to
plot its position on the diagram in Figure 5.

Table 4: Health Policy in the post-Covid period (with combined scores for certainty, agreement)

A. Treaty base (1.7, 2.2)
No change to Article 168 TFEU
B. Key secondary law (1.7, 1.0)
Emergency legislation on entry into force of medical device regulation, clinical trials with
GMOs for Covid-19, use of EU Structural Funds for public health emergencies etc.
C. Key soft law and policy initiatives (3.3, 3.0)
Short term agenda on testing, contact tracing & public surveillance, supply of PPE, medicines
and devices (Vaccines Strategy and Pharmaceutical Strategy, RescEU, etc.), non-
pharmaceutical measures, support to vulnerable groups, mitigating seasonal influenza.
Broader agenda on health systems strengthening, health inequalities and disease prevention.
D. Building blocks of the institutional structure (2.5, 2.5)
Strengthened roles for ECDC, HSC and Commission
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Figure 5: The main zones of health policy likely to be seen in the post-Covid period

Explanation for scoring/positioning

As of August 2020, treaty change has not been forthcoming and Article 168 TFEU looks set to
remain without amendment. Similarly, though the documentation to date describes some role
expansion for the ECDC, HSC and Commission, it is not yet clear whether this will represent
a marked change. As such, Aspect A (Treaty base, score 1.7, 2.2) and Aspect D (institutional
structure, score 2.5, 2.5) remain roughly where they were. Some benign secondary law (Aspect
B, score 1.7, 1.0) was rapidly adopted in the early weeks and months of the crisis — delaying
the implementation date of the new medical device regulations, for instance — but it is not
clear which, if any, of the other priorities will require legislation. This is the aspect most subject
to change as the agenda develops but, for now, it rests in Zone 1 (techno-rational).

The majority of action, both underway and planned, falls under soft law and policy initiatives
(Aspect C, score 3.3, 3.0). Here, EU action on health is set to venture into greater uncertainty
and disagreement. Support for testing, contact tracing and public surveillance will fall
primarily to the ECDC but the HSC, an intergovernmental body, looks set to play a greater
role. Mechanisms for public procurement and stockpiling might be simple enough to design,
butissues of allocation and distribution have long hampered attempts to take collective action.
The Pharmaceutical Strategy will seek to address issues around the production and supply
chains of key medicines, but this public good will confront large and politically powerful
industries. Evidence on the effectiveness of non-pharmaceutical interventions, another area
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where the ECDC, Joint Research Centre and Commission will seek to offer guidance, is still
emerging. The broader EU agenda, to support the strengthening of health systems and the
wider promotion of health, contains some of the least certain — largely because of the
vagueness of the objectives — proposals of all. Many of these have been on the EU’s health
agenda for decades and would be sensitive, politicised issues if tangible measures were
adopted, but the complexity of the problems involved has traditionally seen them addressed
via small, soft instruments.

From 2000 to the post-Covid period: the shift to complex decision-making

Finally, collating the scores across all four aspects for each time period, we can trace the broad
movement of the EU health policy agenda (Figure 6). The average scores are as follows:

2000 (1.6, 2.0) 2010 (1.8, 1.9)
2020 (2.4, 2.4) Post-Covid (2.8, 2.5)
&
Far from agreement Zone 4
Mixed complex
decision-making Zone 5
Disorder intuition

4

Zone 2

Political decision-

making
2

Zone 1

Techno-rational
decision-making g
= Judgemental decision
Close to agreement -making
0
2 4 6
Close to certainty Far from certainty

Figure 6: The main zones of health policy decision-making from 2000 to the post-Covid period

Fundamentally, Figure 6 shows us that the impact of Covid-19 upon the EU’s health policy
agenda is likely to be an outward shift, deeper into the zone of mixed, complex decision-
making. This trend had already started by 2020, as both the tractability and consensus of EU

17
URL: http://mc.manuscriptcentral.com/geui



oNOYTULT D WN =

Journal of European Integration

health policy had begun to decline and all four aspects of the agenda had moved into the
political range (i.e. above a score of 2). In the post-Covid period, much looks set to stay the
same, in that the legal base will likely be unchanged and the EU will continue to legislate in
the techno-rational areas where it can support development of a vaccine and maintenance of
supplies to health systems. However, the certainty around its softer interventions — where it
will seek to support the fight against Covid-19 and recovery in its aftermath — has declined
considerably.

This outwards shift might be interpreted as a sign of policy maturity. The EU’s health policy
was never solely technocratic but it has steadily gained in value, salience and influence such
that it is now engaged in tackling the ‘wicked problems’ facing its members’ health systems
and in pushing for common approaches and European norms where they have not previously
existed. By this interpretation, member state resistance is not a bad thing. Constant balancing
between the constituent parts of a system is a sign of a healthy, adaptive and evolving complex
system. Hence, the EU will need to continually show why and how it is helping to create better
outcomes and its ‘added value’ as a health actor, in order to remain trusted and to maintain
support for its newly-gained roles. Despite being seen as a weakness by some, from a
Complexity perspective, this continual balancing and justification process may be one of the
strongest attributes of EU policy making.

CONCLUSION

Our aim in this article was to go beyond a review of the new elements of EU health policy and
visualise its development over time. We recognise the limits of this endeavour. The scoring
and positioning of agendas involves judgement calls, which means that there is room for
strengthening of the analysis. We offer our findings as a starting point, hopeful of
engagement, debate and further development of the project.

Notwithstanding their limitations, the findings present interesting patterns and a clear
movement from the simpler zones, where EU health policy began, to the more complex and
contested zones. Since we conducted our main analysis, the Commission has announced that,
in November 2020, it will publish a package of measures that will form the ‘building blocks
for a European Health Union” and strengthen the EU’s health security framework (European
Commission 2020e). This will include extensions to the mandates of the ECDC and the
European Medicines Agency (EMA), and the creation of a new agency, based on the US
Biomedical Advanced Research and Development Authority (BARDA), as well as a new legal
framework for cross-border health threats. Furthermore, the Council of the EU has expressed
its commitment to taking ‘a coordinating, proactive and leading role” in the strengthening of
global health security and the World Health Organization (WHO) (Council of the EU 2020).
Thus, it seems likely that the Commission will seek to repeat its ‘traditional’ reaction to public
health crises: creating and strengthening technocratic agencies, and carefully laying the
groundwork for potential expansion of its areas of activity, whilst avoiding formal treaty
change. Member states, meanwhile, may yet dampen some of this ambition, potentially
identifying the WHO as an alternative, and less ‘supranational’, venue within which to
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respond to the weaknesses highlighted by Covid-19. Change will be incremental, integrative
and carefully circumscribed by national governments and financial constraints.

Where EU health policy expands — vaccines and other medicines, preparedness and
emergency planning, and health systems strengthening, for example — considerable
challenges lie ahead. Whilst, as noted above, such expansion is a sign of a policy area reaching
maturity, these issue areas are increasingly contested and politically sensitive. Success thus
requires new decision-making skills, greater responsibility and more political subtlety. A
strengthened and centralised mechanism for procurement of vaccines and other medical
countermeasures, to take just one example, will engage the EU in sensitive debates about
equitable distribution, technical assessments of clinical added value, negotiation of potential
contracts, and all while balancing the legitimate demands of national governments, the
pharmaceutical industry and patients/citizens. As such, and whilst the changes afoot mark a
major development for EU health policy, in many ways, the difficult part is only just
beginning. Maintaining support for the expansion of EU health policy while it moves into
much more contested and complex political terrain, in the midst of recovery from a global
pandemic, is the challenge now facing the EU’s health actors. How they, the member states
and European society respond will be central to the where a post-Covid EU health policy goes
from here.

1
URL: http://mc.manus?riptcentral.com/geui



oNOYTULT D WN =

Journal of European Integration

Bibliography

Alemanno, A. (2020) “The European Response to COVID-19: From Regulatory Emulation to
Regulatory Coordination?” European Journal of Risk Regulation 11(2): 307-316.

Alexander, C. (2010) Complexity and Medicine, Nottingham: Nottingham University Press.

Ansell, C. and Geyer, R (2017) ‘Pragmatic complexity: a new foundation for moving beyond
‘evidence-based policy making?” Policy Studies 38(2), 149-167.

Beaussier, A. and Cabane, L. (2020) ‘Strengthening the EU’s Response Capacity to Health
Emergencies: Insights from EU Crisis Management Mechanisms’ European Journal of Risk
Regulation 1-13. d0i:10.1017/err.2020.80.

Brooks, E. (2012) ‘Crossing borders: A critical review of the role of the European Court of
Justice in EU health policy” Health Policy 105: 33-37.

Brooks, E. and Biirgin, A. (2020) ‘Political steering in the European Commission: a
comparison of the energy and health sectors’” forthcoming in Journal of European Integration,
DOI 10.1080/07036337.2020.1812063.

Brooks, E., de Ruijter, A. and Greer, S.L. (2020a) ‘COVID-19 and European Union health
policy: from crisis to collective action” forthcoming in Social Policy in the European Union:
State of Play 2020, Brussels: European Trade Union Institute.

Brooks, E., de Ruijter, A. and Greer, S.L. (2020b) ‘“The European Union confronts COVID-19:
Another European rescue of the nation-state?” forthcoming in S.L. Greer, E.J. King, A. Peralta
and E. Massard (eds) Coronavirus politics: The politics and policy of COVID-19, Michigan:
Michigan University Press.

Byrne, D. (2005) Complexity Theory and the Social Sciences: An Introduction, London: Routledge.

Byrne, D and Callaghan, G. (2014) Complexity Theory and The Social Sciences, London:
Routledge.

Castellani, B. and Hafferty, F. (2010) Sociology and Complexity Science, Berlin: Springer.

Clemens, T. and Brand, H. (2020) “Will COVID-19 lead to a major change of the EU Public
Health mandate? A renewed approach to EU’s role is needed” European Journal of Public
Health 30(4): 624-625.

Council of the EU (2020) Strengthening the WHO, press release,
https://www.consilium.europa.eu/en/press/press-releases/2020/11/06/strengthening-the-

world-health-organization-the-eu-is-ready-to-take-the-leading-role/ [accessed November
2020].

Coveney, P. and Highfield, R. (1995) Frontiers of Complexity, London: Faber and Faber.

Dimitrakopoulos, D. and Lalis, G. (2020) “The EU’s response to the COVID-19 pandemic:
disintegration or ‘failing forward’? Unpublished, Birkbeck College, University of London,
personal communication.

2
URL: http://mc.manus(c)riptcentral.com/geui

Page 20 of 58


https://www.consilium.europa.eu/en/press/press-releases/2020/11/06/strengthening-the-world-health-organization-the-eu-is-ready-to-take-the-leading-role/
https://www.consilium.europa.eu/en/press/press-releases/2020/11/06/strengthening-the-world-health-organization-the-eu-is-ready-to-take-the-leading-role/

Page 21 of 58

oNOYTULT D WN =

Journal of European Integration

European Commission (2020a) on the establishment of a Programme for the Union's action
in the field of health for the period 2021-2027, COM (2020) 405 final of 28 May 2020.

European Commission (2020b) Roadmap to the Pharmaceutical Strategy, Ares(2020)2858413,
3 June 2020.

European Commission (2020c) on the EU Strategy for COVID-19 vaccines, COM (2020) 245
final of 17 June 2020.

European Commission (2020d) Joint European Roadmap towards lifting COVID-19
containment measures, 2020/C 126/01 of 17 April 2020.

European Commission (2020e) Building a European Health Union: preparedness and
resilience for cross-border health threats, Webinar programme,
https://ec.europa.eu/health/sites/health/files/policies/docs/ev_20201029 ag en.pdf [accessed
November 2020].

European Parliament and Council of the EU (2013) Decision No 1082/2013/EU on serious
cross-border threats to health, OJ L 293, 5.11.2013.

Geyer, R. (2003) “‘European integration, the problem of complexity and the revision of
theory’ Journal of Common Market Studies 41(1): 15-35.

Geyer, R. and Cairney, P. (2015) Handbook on Complexity and Public Policy, Cheltenham :
Edward Elgar.

Geyer, R. and Rihani, S. (2010) Complexity and public policy: A new approach to 21st century
politics, policy and society, London: Routledge.

Greenhalgh, T. and Papoutsi, C. (2018) ‘Studying complexity in health services research:
desperately seeking an overdue paradigm shift’, BMC Medicine, 95.

Greer, S.L. (2006) “Uninvited Europeanisation: neofunctionalism and the EU in health policy’
Journal of European Public Policy 13(1): 134-152.

Greer, S.L. (2012) ‘The European Centre for Disease Prevention and Control: hub or hollow
core?” Journal of Health Politics, Policy and Law 37(6): 1001-1030.

Greer, S. L., Fahy, N., Elliott, H., Wismar, M., Jarman, H. and Palm, W. (2014; 2019) Everything
you always wanted to know about European Union health policies but were afraid to ask, Copenhagen:
WHO Regional Office for Europe.

Greer, S.L., de Ruijter, A. and Brooks, E. (2020) “The COVID-19 pandemic: Failing forward in
public health’ forthcoming in M. Riddervold, J. Trondal and A. Newsome (eds) The Palgrave
Handbook of European Union Crisis, Basingstoke: Palgrave Macmillan.

Guy, M. (2020) “Towards a European Health Union: What Role for Member States?” European
Journal of Risk Regulation 1-9. doi:10.1017/err.2020.77

Hervey, T. and McHale, J. (2015) European Union Health Law: Themes and Implications,
Cambridge: Cambridge University Press.

21
URL: http://mc.manuscriptcentral.com/geui


https://ec.europa.eu/health/sites/health/files/policies/docs/ev_20201029_ag_en.pdf

oNOYTULT D WN =

Journal of European Integration

Hervey, T. and de Ruijter, A. (2020) “The Dynamic Potential of European Union Health
Law’ European Journal of Risk Regulation 1-10. doi:10.1017/err.2020.70

Hervey, T., Young, C. and Bishop, L. (eds) (2017) Research Handbook on EU Health Law and
Policy Cheltenham: Edward Elgar.

Jones, E., Kelemen, R.D. and Meunier, S. (2015) ‘Failing Forward? The Euro Crisis and the
Incomplete Nature of European Integration” Comparative Political Studies 49: 1010-1034.

Lehmann, K. (2018) “The crisis of the European Union as a complex adaptive system’ Journal
of Common Market Studies 56(4): 971-988.

McEvoy, E. and Ferri, D. (2020) ‘The Role of the Joint Procurement Agreement during the
COVID-19 Pandemic: Assessing Its Usefulness and Discussing Its Potential to Support a
European Health Union” European Journal of Risk Regulation 1-13. doi:10.1017/err.2020.91.

Mossialos, E., Permanand, G., Hervey, T. and Baeten, R. (eds) (2010) Health Systems
Governance in Europe: The Role of European Union Law and Policy, Cambridge: Cambridge
University Press.

Nickless, J. (2002) ‘The internal market and the social nature of healthcare’, in M. McKee, E.
Mossialos and R. Baeten (eds) The impact of EU law on health care systems, Brussels: Peter
Lang.

Pacces, A. and Weimar, M. (2020) ‘From Diversity to Coordination: A European Approach to
COVID-19" European Journal of Risk Regulation 11(2): 283-296.

Pernhagen, K., de Ruijter, A., Flear, M., Hervey, T. and Herwig, A. (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 11(2): 297-306.

Renda, A. and Castro, R. (2020) “Towards Stronger EU Governance of Health Threats after
the COVID-19 Pandemic” European Journal of Risk Regulation 11(2): 273-282.

Richardson, K.A. and Cilliers, P. (2001) “What is Complexity Science? A view from different
directions” Emergence: Complexity and Organization 3(1): 5-23.

de Ruijter, A. (2019) EU health law & policy: the expansion of EU power in public health and
healthcare, Oxford: Oxford University Press.

de Ruijter, A., Beetsma, R., Burgoon, B., Nicoli, F. and Vandenbroucke, F. (2020) ‘EU
solidarity and policy in fighting infectious diseases: State of play, obstacles, citizen
preferences and ways forward” Amsterdam Centre for European Studies Research Paper No.
2020/06. http://dx.doi.org/10.2139/ssrn.3570550

Sanderson, 1. (2009) ‘Intelligent policy making for a complex world: pragmatism, evidence
and learning’ Political Studies, 57(4): 699-719.

Stacey, R. (1993) Strategic Management and Organisational Dynamics, London: Pitmann.

22
URL: http://mc.manuscriptcentral.com/geui

Page 22 of 58


https://dx.doi.org/10.2139/ssrn.3570550

Page 23 of 58 Journal of European Integration

Steffen, M. (ed.) (2005) Health Governance in Europe: Issues, challenges and theories, Abingdon:
Routledge.

Sturmburg, J. and Martin, C. (2013) Handbook of systems and Complexity in health, New York:
Springer.

oNOYTULT D WN =

10 Webb, T. and Geyer, R. (2020) ‘The Drafters” Dance: The Complexity of Drafting Legislation
and the Limitations of ‘Plain Language” and ‘Good Law’ Initiatives’, Statute Law Review,
13 41(2): 129-158.

2
URL: http://mc.manusg’riptcentral.com/geui



oNOYTULT D WN =

Journal of European Integration

Article 3-

8616-8279 (abstract 140) words

THE DEVELOPMENT OF EU HEALTH POLICY AND THE COVID-19 PANDEMIC:
TRENDS AND IMPLICATIONS

ABSTRACT

EU health policy is a policy forged in crisis. Whilst maintaining the strict limitations on the

EU’s role that are described in the treaties, scandals and scares have historically been followed

by incremental but integrative policy change. Ineremental-change-has-historicallyfollowed

7

developments-in-EU-health-poliey, should we be expecting a radical expansion of EU health

in—this—policy area in the aftermath of Covid-19? And, if so, what parameters and

characteristics might this new agenda have?This-epens-a-window-of-epportunity-for-change:

As we enter the period in which the EU will try to elaborate its new health policy, this paper

uses a Complexity peliey-perspective to assess how the emerging agenda compares to existing
and historical EU action on health, the kind of decision-making that we are likely to see in the
different areas of action, and the limitations of EU health policy development and-s it pushes

into more political and complex areas of policy. developmentand—the—implications—for
E ) on.

INTRODUCTION

The ability of the European Union (EU) to respond exhaustively and effectively at the outset

of the Covid-19 pandemic was curtailed by the health competences assigned to it in the

Union’s founding treaties. The EU’s role in health eempetenees-areis narrow, eurtailedlimited

over the years by national governments keen to retain control of their health policies and
systems. The current treaties permit the EU to harmonise national laws in a small set of

specific areas, such as —namely-organs and substances of human origin, bleed-and blood

derivatives, pharmaceuticals, and i i i ieldsmedical
devices. In all other areas of health, including crisis response, pharmaceutical procurement

and infectious disease management, the EU’s role is limited to supporting national policies;

and encouraging coordination. Consequently, its initial

health policy response was constrained. The EU did not have the necessary stockpiles to
respond to requests for personal protective equipment (PPE) and other critical resources, and

was not able to stop the wave of export bans adopted by national governments seeking to
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retain what supplies they had. Whilst}f frustrating, the-EU’s-health-pelieythis response to
CcOVID-19 reflected the design and intention of member states (Brooks, de Ruijter and Greer

2020a).

More so than other policy areas, the progress of EU public health policy can be measured in
terms of crisis and response (Greer, de Ruijter and Brooks 2020). For instance, the Severe Acute
Respiratory Syndrome (SARS) outbreak in 2003 promoted the creation of the European Centre
for Disease Prevention and Control (ECDC), and poor coordination during the swine flu
epidemic in 2009 resulted in the creation of a mechanism for joint procurement of vaccines.

These and other examples illustrate a pattern in which seaﬂdal—sea%e—aﬂel—emefgeﬂeycrlsls has

commonly
b&ﬂéﬁg%&kﬂs#mes%ﬁ%&emeﬁmlreﬁsis—kms—geﬂefalbhpreceded incremental but important
steps in the development and integration of EU health policy. Hence, given the scale of the
Covid-19 pandemic, one would expect to see substantial changes &Hé—éwelepmeﬁt—ln the EU
health peli

To explereaddress this question, tFhis article explores the-EU’s-post-COVD-Covid-19 EU

health policy-agenda, looking not only at change in policy content, but also at how this new
content is likely to shape decision-making dynamics by bringing new, increasingly complex

and politically contentious issues onto the EU’s agenda. The first part presents the EU’s

response to COVIDCovid-19. It identifies-therelevant-health-pelieytools-that-were-available;
describes how—they—were—utilised—in-the_extent and limitations of the EU’s initial-erisis
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respenserole-period; and reviews the changes that have ince been proposed-as-this-period-has

In the second part, the article adopts a Complexity perspective and utilises one of the key tools

for applying this in a policy setting — the Complexity Diagram. This allows us to visualise the
core, decision-making characteristics of EU health policy, illustrating its varying complexity.

Drawing on previous work in this field, we plot the EU health agenda onto the Diagram at
four points in time, charting its development in 2000, 2010, at the start of 2020 and, finally,
aspeets-ofin the post-CovidOVID period (the latter drawing on the work presented in section
onetweo). This-allews-us—teln mapping change over time, we assess the potential impact of

CovidoOVID-19 upon what was, as we will show, a relatively stable trend.

A final section reflects upon the potential trajectory of the EU’s post-COVID-Covid health
agenda and the resulting shifts in decision-making. The article concludes that whilst
CovidoVAD-19 has amplified the drift of EU health policy into more complex terrain, and that
whilst this trend might be seen as a positive indication of maturity and success within the

policy area, it is not without its challenges. Mereover,—despite—the—all-encompassing—and

THE EU’S HEALTH POLICY RESPONSE TO COVID-19

From national to collective action

When Covid-19 hit, the EU had two main governance frameworks through which it could

organise its immediate response to the public health crisis. The first was the health security

framework set up by the 2013 Decision on Serious Cross Border Threats to Health (herein

the Health Threats Decision), which establishes a set of structures for emergency planning,

preparedness and response. The second was the Civil Protection Mechanism (CPM), which

facilitates cooperation between member states in the event of a disaster. Both performed as

intended and expected in the first phase of the crisis but, reflecting the EU’s limited health-

related powers, their capacity and reach was inevitably insufficient.

The Health Threats Decision (European Parliament and Council 2013) was adopted in the

aftermath of the Swine Flu outbreak. It defines the role of member states and various EU-

URL: http://mc.manug’criptcentral.com/geui
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level institutions! in (a) emergency planning and preparedness, (b) ongoing surveillance and

data collection, and (c) crisis response and coordination. Member states are to report on their

emergency planning and preparedness situation every three vears, so that the Commission

can facilitate discussion of these provisions within the Health Security Committee (HSC, see

below). Data collection and surveillance is managed by the ECDC, which operates a network

of epidemiological information, communicated to it regularly by national authorities. In the

event of a crisis or the emergence of a new threat, an alert is raised via the Early Warning

and Response System (EWRS), triggering risk assessment from the ECDC and the start of

coordination of national responses via the HSC. The HSC — a committee of high-level

national representatives, assisted by the Commission and experts from relevant agencies —

serves as the venue in which national governments either consult on proposed measures to

combat serious threats to health in their territories or, where action had to be taken urgently,

inform their counterparts of such measures already adopted (de Ruijter 2019). Where the

situation overwhelms the capacity of a given member state, Article 11(4) of the Decision

instructs national governments to activate the CPM.

Whilst the HSC eventually became a valuable hub, coordination meetings were infrequent

and poorly attended in the initial weeks of the crisis and many member states had not

reported on their preparedness and response plans as required (Beaussier and Cabane 2020:

5). The consequent lack of information about national capacities limited the relevance of

ECDC guidance and exacerbated weaknesses in the surveillance system. The ECDC relies on

data being transferred from national authorities, which commonly lack the infrastructure to

collect and/or the will to communicate this, and is itself under-resourced and lacking in

power to enforce national reporting (Greer 2012). Though a long-acknowledged problem,

the limitations faced by the ECDC, and consequently to its capacity to support member

states, have been highlighted by the pandemic.

The Health Threats Decision also establishes a Joint Procurement Agreement (JPA) for the

collective purchase of ‘medical countermeasures’ (medicines, personal protective equipment

(PPE), laboratory supplies etc.). The EU’s role here is limited — the Commission manages the

call for goods but no EU funds are used; national governments express interest and, once the

contract is finalised, may then purchase under its terms (McEvoy and Ferri 2020). During the

pandemic, six procurement competitions have been launched, seeking to secure PPE,

ventilators, testing kits, and intensive care medicines. Exploratory talks have been

concluded on all six competitions and three contracts issued to date, though the JPA proved

too slow and intergovernmental to be much use during the initial, emergency period (de

Ruijter et al. 2020: 18; see also van Schaik et al., this issue).

The EU’s second crisis-response governance framework, the CPM, is essentially a

matchmaking system. Member states report to the EU a list of their available strategic

resources (fire-fighting equipment, expert rescue teams, evacuation transport) which could

be deploved in the event of an emergency. In 2019, the CPM was ‘upgraded’ with the

I For the Commission, action is generally led by the relevant units within the Health and Food Safety
Directorate, DG Santé.

4
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addition of RescEU, a common stockpile of transport, medical equipment and field

hospitals?. In a crisis, a member state can make a request and activate the CPM, at which

point the relevant resources are identified and their deployment from the member state

which hosts them to the state which needs them is coordinated. Whilst this system

successfully provided resources for forest fires in Sweden in 2018, for example, it is not

designed to respond to a situation in which all member states require the same resources at

the same time. As Covid-19 unfolded, national governments were either already facing the

pandemic or fearful that it would soon breach their borders, and responded by seeking to

keep strategic resources at home — a reaction exemplified by the silence which met Italy’s

request for supplies of PPE in February (Greer, de Ruijter and Brooks 2020).

The initial response afforded by existing EU governance frameworks was thus limited and
widely criticised (Pacces and Weimar 2020; Renda and Castro 2020). Italy’s CPM experience
transpired to be indicative of a wider, if temporary, abandonment of member states’

commitment to solidarity. Through March and April, national governments adopted border

closures and bans on the export of crucial supplies, obstructing freedom of movement and

exhibiting behaviour indicative of European disintegration (Dimitrakopoulos and Lalis

2020). Remarkably, however, as the pandemic entered ‘phase 2’, the EU began to play a

more active role and value of collective action seemed to become apparent to national

leaders (Alemanno 2020). Travel and export bans were lifted, collective procurements were

organised and a common “exit strategy’ was agreed (European Commission 2020d). The

HSC became a stable venue for coordination of national actions and governments began to

work together, perhaps now seeing the need for a(nother) EU ‘rescue of the nation state’

(Brooks, de Ruijter and Greer 2020a). As in previous episodes, the crisis has exposed

weakness and highlighted the added value of collective response. The question now is

whether and how this will be institutionalised in an expansion of the EU’s health policy.

The post-Covid EU health agenda: incremental but integrative

The full extent of any change to the EU’s health policy powers and agenda is still to be

determined but, from adopted initiatives and ongoing debates, the potential parameters of

this change can already be identified.

Early calls for treaty revision, to increase the EU’s formal health powers, were quickly

rejected as both infeasible and unnecessary. Consensus among academic lawyers is that,

though patchy, the EU’s legal basis for health already permits considerable action where this
is supported by political will (Guy 2020; Hervey and de Ruijter 2020; Pernhagen et al. 2020),
and that the same lack of will that constrains ongoing activity is likely to obstruct formal

treaty change (Clemens and Brand 2020). As if to illustrate this point and demonstrate the

potential of the existing competence, the Commission has either adopted or announced the

upcoming publication of a range of initiatives.

2 A further amendment, made in April 2020, created the first RescEU stockpile of equipment relevant
specifically to public health crises, including ventilators, PPE and basic medicines.
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At the centre of these is the EU4Health Programme, announced in May and currently

awaiting adoption by the legislature (European Commission 2020a). EU4Health saw

renewed ambition from the Commission, reversing pre-existing plans that would have seen

health absorbed into the much broader European Social Fund Plus and earmarked just €413

million in the new multi-annual financial framework. The stand-alone EU4Health

Programme is likely to see a budget of €1.7 billion, an unprecedented sum for health policy®

and lists the objectives of increasing preparedness for cross-border health threats,

strengthening health systems, and making medicines and medical devices available and

affordable. Though similar to previous programmes and vet to be elaborated into tangible

actions, EU4Health’s objectives are based on broad recognition of ‘a general need

for...structural transformation...and systemic reforms of health systems across the Union’

(European Commission 2020a: para 15). If stretched to their fullest, these provisions would

underpin a significant expansion in the EU’s health activity, into politically sensitive and

substantively complex areas.

Supporting and elaborating on specific aspects of the EU4Health programme, several other

initiatives are in the pipeline. A communication on short-term health preparedness,

published in July, extends the role of the ECDC to production of guidelines on issues

pertaining not only to risk assessment but also risk management (interoperability of contact

tracing apps, management of potential ‘super-spreading events’, and optimisation of

hospital space). Under the EU Vaccine Strategy, adopted in June, the EU’s executive will

sign Advance Purchase Agreements (APAs) with pharmaceutical companies, on behalf of

member states, and then coordinate the supply and distribution of any eventual vaccine

(European Commission 2020c). This is a significant change, since the JPA provides for

collective purchase but does not give the Commission a role in distribution. Looking to the

longer-term challenges facing vaccine development, a Pharmaceutical Strategy is due to

published by the end of 2020. It will be aimed at addressing access to medicines,

pharmaceutical supply chains and innovation in the sector (European Commission 2020b).

In sum, and reflecting wider dynamics of EU integration, the crisis has unfolded (to date)

with an initial period of intergovernmental and nationalistic responses, then muddling

through towards an eventual adoption of integrative and collective, if patchwork, solutions.

In other words, it displays all the dyvnamics of “failing forward’ (Greer, de Ruijter and Brooks

2020; Jones, Kelemen and Meunier 2015). But, at this stage in its development, and given the

increasing sensitivity and uncertainty of the issues that the EU finds itself moving into, what

kind of decision-making is likely to characterise this new agenda? We utilise the lens offered

by Complexity approaches to assess the changing dynamics of EU health policy.

3 The €9.4 billion health budget originally proposed by the Commission was cut by the European Council in July
to €1.7 billion. The EU legislature reached provisional agreement on the new budget on 10 November 2020,
but this is still to be formally adopted by the European Council and European Parliament.
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47 DEVELOPMENT AND DYNAMICS OF EU HEALTH POLICY: A COMPLEXITY
48 PERSPECTIVE

Complexity, a general term covering a wide range of complex, adaptive, emergent systems

57 and phenomena, originates in the natural sciences (Coveney and Highfield 1995). Though no
58 one Complexity tFheory exists, Complexity approaches have in common the examination of

whole systems, rather than their individual components and, as such, challenge traditional,

1
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linear, reductionist approaches to scientific inquiry (Byrne 2005; Geyer and Rihani 2010;
Richardson and Cilliers 2001).

{Coveney-andHighfield1995)-From the 1990s, Complexityit alse-spread across the social and
policy sciences (ByrneByrne and Callaghan 2013; Castellani and Hafferty 2010; Geyer and

Cairney 2015), and has gained particular traction in health and health policy (Alexander 2010;
Greenhalgh and Papoutsi 2018:—Helt2004:—Kernick—2004 :—Plsek—andGreenhaleh—200%:
Sturmburg and Martin 2013). inte-a-wideran i

In European integration, Complexity acts as a bridge between the more positivist and

reflectivist theoretical perspectives (Geyer 2003; Geyer and Rihani 2010; Lehmann 2018).

Complexity recognises the importance of orderly structures and institutions and the ability to

make positivist claims about them. Nevertheless, it also recognises the inherent

unpredictability and uncertainty in all complex systems and the incredible diversity and

variety of human interpretations of those systems — hence the importance of reflexetivity. With

Applied to—a policy and governancesetting, Complexity is a rejection of the traditional

modernist world view of order, causality, reductionism, predictability and determinism that
marks the foundation of the more extreme versions of New Public Management (NPM) and
Evidence-Based Policy Making (EBPM). Complexity overlaps with the pragmatist policy

tradition (Ansell and Geyer 2017, Sanderson 2009) and }-reminds us that policy-makers
operate in a continually shifting environment and, whilst some norms and institutions are

relatively stable, others are in almost constant flux. As—sueh—the—impeosition—of-ecentrally-

performance-indicators,—is—unlikelytoresultinpolieysueecess—Policy-makers must accept

uncertainty and change as features of complex systems and realise that policy making is often

as much art as it is science. The real skill is recognising what decision-making strategies and
methods are appropriate to radically different contexts and situations.

11
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15 The Complexity Diagram

17 Within the broad field of Complexity and policy there are a wide range of concepts and tools.
18 Here we apply just one, the Complexity Diagram. The Complexity Diagram is a simple and
effective tool for thinking about any policy area from a Complexity perspective.®

57 ¢ The Complexity Diagram — also called a Stacey Diagram/Matrix — was developed by Ralph Stacey in the
early 1990s (Stacey 1993).-Hewever;-heStacey later distanced himself from it over concerns that it was too

59 limiting-inreflecting-the-fully-reflective nature-of managementproeesses; see R. Stacey, D. Griffin and P. Shaw
(2002) Complexity and Management: Fad or Radical Challenge to Systems Thinking? London: Routledge.

However, the diagram remains popular in a number of Complexity-related academic areas.

12
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Figure 1: The Complexity Diagram

As shown in Figure 1, the Complexity Diagram combines two axes based on the degree of
certainty and the-degree-of agreement for a particular policy area. High levels of certainty
indicate that the issue is well known and easily understood, while low levels of certainty
imply that it is unknown/unknowable and that there are great differences in opinion over the
issue, even among experts. Meanwhile, high levels of agreement denote substantial public
agreement over the nature of, and solution to the issue, while low levels of certainty imply
substantial public debate and disagreement. These two axes create five main zones of

decision-making;:

e Zone 1 (techno-rational): high certainty-high agreement. In this zone, the issue is well
understood, and the pelieyresponse agreed between the majority of key stakeholders.
Data on the issue is clear, abundant and easily accessible. Repetitive techno-rational

decision-making based on evidence-based actions and audit and targeting strategies

works well here. Bureaueratised—andformalised—responses—and—structures—are
isedinthi oo NPM).

e Zone 2 (political): high certainty-low agreement. In this zone, there-data is clear and
abundant data—and the—expertsfactors understand the problem. However, the

1
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stakeholders disagree over how to respond to it. In this case, more evidence is of little
use and political bargaining and consensus building become key decision-making

tactics.

Zone 3 (judgemental): low certainty-high agreement. ka-this-area—all-ofHere, the main
aetors-stakeholders agree about the nature of the issue, but there is no simple answer

or pohcy response to t—he—pfebleﬁ-ut Av&ﬂable—d—&ta—iﬁa%be—?af&a-l—meem-plete—ef

s&gﬂkﬁe&m—éeba%ee*ﬁer—%he—bes%—fespeﬂse—%lefe—mMultlple strategies are possible and
experts disagree over them. Judgemental and mayberequired—and-discretionary

decision-making becomes increasingly important. H-the-preblem-is-intractable,more
i | 6y .

Zone 4 (mixed complex): mixed certainty-mixed agreement. This is the most common

zone of policy- and decision-making. Data may be uncertain and contested. It is an
area in which stakeholders and experts disagree, to varying levels, over the nature of,
and responses to the issue. This requires a flexible response that blends political

decision-making with evidence-based processes and discretionary decision-making.

Zone 5 (disorderly): low certainty-low agreement. This is the most difficult area where
everyone disagrees and no one has a clear answer. Evidence is very-poor, exlimited
and may-be-continually shifting. MereoverI;-the issue may-beis highly emotive and
politicised-effectivelynullifying-evidence-basedstrategies. Here, incremental steps are

important, and intuitive responses may be just as important as evidence-led thinking.”

Utilising the Complexity Diagram to map the development of EU health policy

What can the Complexity Diagram tell us about EU health policy and the new health agenda
that is being forged in the aftermath of the COVIDCovid-19 crisis? Our goal here-is to map
how the nature of decision-making in EU health policy — the extent to which it is techno-

rational, political, judgemental, complex or disorderly — has changed over time, and might

shift again under the new health agenda. We first identify four aspects which constitute the

EU health policy agenda at any given time:

A.
B.

C.
D.

The treaty base upon which health action is taken

Secondary EU law (regulations, directives and decisions adopted via the EU’s
legislative processes) that affect health

Soft law and policy initiatives (non-legislative action) relating to health, and
Institutional structures relating to health.

Under the relevant aspects, we compiled a list of key treaty articles, legislative proposals,

policy initiatives and institutions, ordered chronologically. The list is based upon a review of

major academic works on the development of EU health policy (cf Greer et al. 2014; 2019;
Hervey et al.,, 2017; Mekee-and-Messialos,—2002;Mekee-et-al-—2002;-Mossialos et al., 2010;

7 This discussion of the Complexity diagram is based on Webb and Geyer 2020.
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Steffen, 2005), a search of the European Parliament’s Legislative Observatory for files coded
Health legislation and policy (undertaken 8—August 2020), a review of the EU Health
Programmes from 2003 (when the first was launched) to present, as well as information drawn

from the policy documents analysed aboveinchiding-the EU4Health-Programme-and-the
Communication-onshort-term-EU-health-preparedness. The purpose was not to be exhaustive

but rather to identify the key topics, issues and arguments which have occupied the EU’s
health agenda over the years, acknowledging that there will have been many, less visible (and
often less contested) activities happening on the side-lines.

We then independently ‘scored’ the listed treaty bases, secondary law, policy initiatives and
institutional developments, according to the degree of certainty and agreement that
characterises the issue or topic that they relate to. We use a scale of 0 to 6, where 0 indicates
complete certainty and agreement, and 6 indicates complete uncertainty and disagreement.
For example, the 1992 European Drug Prevention Week initiative was scored by both authors
as 2,1, representing a certainty score of 2 and an agreement score of 1. This reflects the
considerable understanding among experts of which policy interventions might work best,
and the widely agreed nature of the problem of drug addiction. A round of pilot scoring,
based on a small sample, was reviewed for consistency of approach and final scores were
averaged between the two authors.

Finally, we selected four time periods from which to draw a “snapshot” of the EU’s health
agenda, to facilitate mapping of change over time. We thus split the list into the health agenda
as it stood in 2000, in 2010, at the start of 2020, and as it is likely to appear in the latter part of
2020 and beyond (the ‘post-CovidOVID’ health agenda). For each time period, we took an
average score for each aspect — for treaty base, secondary law, policy initiatives and
institution-building — to give four scores for each snapshot. These are explained and plotted
on to the Complexity Diagram below.

Limitations

There are obvious limitations to this approach and analysis:—personal—definitional;

comparative-and-evidential. Though experts in the field, we have a range of personal biases
that will affect our scoring of the ‘certainty” and ‘agreement’ of particular aspects. Moreover,

the definitions of ‘certainty” and ‘agreement’ are not significantly precise to enable highly
accurate scoring; we chose a scoring range of 0 to 6 so as to balance precision and detail.
Similarly, we are not comparing precisely similar policies or political and technical issues

P 7

surrounding the policies. ;

evidenece-for-each-poliey-area. However, we are confident that the existing strategy creates

some interesting insights and provides a valuable starting point which we and others can

build upon in further work.

1
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EU health policy: 2000, 2010, 2020 and €OVIDPCovid

EU health policy in 2000: Cooperation on key, common challenges

Table 1 presents an overview of the key features of the EU health agenda in 2000, as well as
the average score for each aspect, used to plot its position on the Diagram in Figure 2.

Table 1: Four key aspects of EU health policy in 2000 (with combined scores for certainty, agreement)

A. Treaty base (1.0, 1.5)
Article 100A of the SEA
Articles 3(0) and 129 of the Maastricht Treaty
Article 152 of the Amsterdam Treaty
B. Key secondary law (1.5, 2.5)
Directives on tobacco labelling, advertising, tar yield and tax
Directives on medical devices (including in vitro and active implantable)
Directive on Direct-to-consumer-advertising of prescription drugs
C. Key soft law and policy initiatives (2.0, 1.3)
Action plans (e.g. ‘Europe Against Cancer’, Europe Against AIDS’)
European Drug Prevention Week
EU Public Health Action Plan
D. Building blocks of the institutional structure (1.8, 1.5)
Founding of early health-related NGOs
DG Health and Consumers (now DG SANTE)
European Monitoring Centre Drugs & Drug Addiction, European Medicines Agency

1
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Figure 2: The main zones of EU health policy in 2000

Explanation for scoring/positioning

It was not until the late 1980s and early 1990s that health gained a treaty base, and Aspect A
(Treaty base, score 1.0, 1.5) falls in Zone 1 (techno-rational) because the resulting texts
carefully constrained the EU’s role, limiting it to areas where cooperation was logically
necessary (such as cross-border crises) and keeping it out of the more political and divisive
issues that characteristic national health policy. Moreover, these developments were driven
by functional spill-over from the internal market via the SEA, response to crises (the
strengthening of the health mandate in the Amsterdam Treaty, for instance, is understood as
a response to the BSE outbreak), and legal interventions by the Courts (Brooks 2012; Greer
2006, Hervey-2002). These drivers make use of bureaucratised and formalised structures.

Aspect B (legislation, score 1.5, 2.5) falls into Zone 2 (political). Public health legislation was
limited primarily to pharmaceuticals and medical devices; uncontroversial, technical
regulations which alse-fed-inwere linked to key markets. Explicitly market-led legislation —
such as that on tobacco and direct-to-consumer-advertising of prescription drugs (DTCA-PD)
— saw greater politicisation but still replicated the core positions of member states. In the case
of tobacco, EU policy also reflected a growing recognition of the fundamental threat to health
of tobacco usage, as well as the growing wave of local, national and international regulation
at the time.
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Soft law and policy initiatives (Aspect C, score 2.0, 1.3) in this period built on existing informal
activities, gathering them within the first framework for EU action on health in 1994.
Importantly, these centred on technical, research-related activities, such as cancer, HIV/AIDS
and drug addiction, as well as more general health promotion, education and data collection
issues. The solutions to these issues were not always clear but they networked clinical and
professional actors who were largely agreed on the nature of the issues at stake, placing it on
the boundary of Zone 3 (judgemental). The creation of a nascent network on health-related
interest groups and a dedicated DG Health and Consumers was representative of the slowly
growing need for both technical and political input into the increasingly complex issues being
addressed in EU health policy, but also firm agreement about the need for institutional
structures to support coordination (Aspect D, score 1.8, 1.5).

EU health policy in 2010: Regulating health and the market

Table 2 presents an overview of the key features of the EU health agenda in 2010, as well as
the average score for each aspect, used to plot its position on the Diagram in Figure 3.

Table 2: Four key aspects of EU health policy in 2010 (with combined scores for certainty, agreement)

A. Treaty base (1.0, 1.5)
Nice Treaty and draft constitutional treaty — no change
B. Key secondary law (1.7, 2.1)
Pharmaceutical legislation (orphan drugs, medicinal products, clinical trials etc.)
Directives on tobacco products, tax and sponsorship
General Food Law and nutrition and health claims regulation
Directives on blood, tissues and organs
Services Directive, Working Time Directive
C. Key soft law and policy initiatives (2.3, 1.7)
Health Programme I and II, plus FP7 funding
Council recommendations on cancer screening and patient safety
Council conclusions on common values & principles of EU health systems
Commission initiatives on drugs, smoking cessation etc.
D. Building blocks of the institutional structure (1.4, 1.9)
EU Health Forum, EU Platform diet, physical activity & health, EU Alcohol and Health Forum
Health Security Committee
European Food Safety Authority, European Centre for Disease Prevention and Control
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Figure 3: The main zones of EU health policy in 2010

Explanation for scoring/positioning

Little substantive treaty change occurred between 2000 and 2010, hence Aspect A (Treaty base,
score 1.0, 1.5) was unchanged, but legislative activity increased considerably on the back of
the strengthened mandate provided by the 1997 Amsterdam Treaty. This underpinned a
steady stream of public health regulation, supported by the establishment of the EFSA and
the ECDC in 2002 and 2005 respectively. The comparatively less political, more certain public
health legislation counter-balanced fierce debate in other areas, placing Aspect B (legislation,
score 1.7, 2.1) on the edge of Zone 2 (political). For instance, on the market side, health actors
became skilled in utilising non-health treaty bases to pursue health objectives (examples
include the regulation of tobacco advertising and food labelling). They were also preoccupied
with the increasingly apparent threat posed by the application of internal market law to the
health sector. A series of Court judgements, dating from the 1990s but reaching a high-water
mark in the mid-2000s, had raised fears that the EU’s rigorous and liberalising regime of
competition and state aid law might be systematically applied to health (Nickless 2002: 78);

hoco manife cd-1m-1mtence-b Fa¥allFal $ 72 N n-of he h 1n-the Ao No Mol )1re LzZ@

Alongside the hive of legislative activity, the EU’s softer public health policy (Aspect C, score
2.3, 1.7) was also growing in recognition and scope. The first EU Health Programme was

1
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adopted for the 2003 to 2008 period, and replaced by another for 2008 to 2013. The placement
in Zone 3 (judgemental) reflects the expansion of the health agenda into less tractable issues
(health inequalities, health promotion), where multiple solutions exist, particularly given the

variety of member state health systems-and-eausalityis—unecertain,—and-the-beginning—of

ompetence. This activity

was complemented by the founding of European level bodies, such as the EU Health Forum

and the Health—Seeurity —CommitteeHSC, the latter introducing an element of

intergovernmental steering. This moved Aspect D (institutional structure, score 1.4, 1.9) a little
further up the political axis, as the need for delegation, external input and member state
control continued to grow.

EU health policy at the start of 2020: political oversight of health systems and fiscal
sustainability

Table 3 presents an overview of the key features of the EU health agenda in 2020, as well as
the average score for each aspect, used to plot its position on the Diagram in Figure 4.

Table 3: Four key aspects of EU health policy at the start of 2020 (with combined scores for certainty, agreement)

A. Treaty base (1.7, 2.2)
Article 168 of the Lisbon Treaty, Charter of Fundamental Rights, Fiscal governance framework
B. Key secondary law (1.9, 2.4)
Tobacco products directive
Pharmaceutical legislation adopted (falsified medicines, clinical trials, medical devices) and
withdrawn/pending (information to patients, health technology assessment)
Directive on Patients’ rights in cross-border healthcare
Decision on Serious cross border threats to health
Regulation on Food information to consumers
C. Key soft law and policy initiatives (2.8, 2.4)
Health Programme III
Commissions initiatives on smoking cessation, digital care, cancer etc.
Action plans / joint actions eHealth, health workforce, health technology assessment, European
Reference Networks, anti-microbial resistance etc.
Council Conclusions modern, responsive & sustainable systems
Commission staff working document on investing in health, Joint Assessment Framework for
health, Communication on effective, accessible & resilient health systems
D. Building blocks of the institutional structure (3.0, 2.3)
Expert panel effective ways investing in health

Steering group promotion, prevention & NCDs

2
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Figure 4: The main zones of EU health policy in 2020

Explanation for scoring/positioning

The-end-0f2009-sees-the-entry-into-foree-ofAs the Lisbon Treaty and-came into force in 2009

the only major change to the health provisions — and thus the only shift in Aspect A (Treaty

base) in Figure 2 — in Article 168 TFEU. Like previous iterations, it is not a health article, but
rather a public health article, reflecting member states’ concern that the EU focus its attention
on population-level measures and be excluded from involvement in health services (Greer et
al. 2014: 20). Nevertheless, it expandeds and consolidateds the EU health mandate (Hervey
and McHale 2015), pushing Aspect A (Treaty base, score 1.7, 2.2) into Zone 2 (political).

Aspect B (legislation, score 1.9, 2.4) moves further into Zone 2 (political) as some politically
difficult legislative files progress. The Directive on Patients” Rights and the Tobacco Products
Directive bring-ended fraught and longstanding battles—+te-an-end. Meanwhile, functional
pressures continue to require legislation on medical devices and clinical trials, and shared
risks from HINT1 influenza prompted -in-this-easepromptnew legislation in the area of health
threats. Under the Juncker Presidency, there was considerably less legislative activity (Brooks
and Biirgin 2020); the only new initiative — on health technology assessment — remains stuck
in the Council at the time of writing, indicative of the politicised nature of health regulation
in this period.
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Aspect C (soft law and policy, score 2.8, 2.4) shifted squarely into Zone 4 (mixed complex).
This reflects both a decline in the traditional areas of public health policy and an increase in
the focus on health systems. Meanwhile, reflecting the relevance of the economic governance
framework for health during this period, both the Council and the Commission produced a
series of politically contentious soft law tools on the topic of health system sustainability and

performance, and policy initiatives pivoted to address issues tied to the prevailing jobs and
growth agenda of the Commission Presidency (eHealth/digital health, health technology

assessment etc.). These-areas-of¢ isac  WCEERO

Aspect D (institutional structure, score 3.0, 2.3) moveds into Zone 4 (mixed complex) as bodies

are created to tackle some of the more difficult, and politically sensitive, aspects of public
health and health systems policy.

EU health policy in the post-CovidOVID era: political navigation of uncertain issues?

Table 4 presents an overview of the key features of the EU health agenda as it is likely to be
characterised in the post-CovidOVID period, as well as the average score for each aspect, used
to plot its position on the Diagram in Figure 5.

Table 4: Health Policy in the post-CovidOYID period (with combined scores for certainty, agreement)

A. Treaty base (1.7, 2.2)
No change to Article 168 TFEU
B. Key secondary law (1.7, 1.0)
Emergency legislation on entry into force of medical device regulation, clinical trials with
GMOs for CovidOVID-19, use of EU Structural Funds for public health emergencies etc.
C. Key soft law and policy initiatives (3.3, 3.0)
Short term agenda on testing, contact tracing & public surveillance (greater ECDC and HSC
role), supply of PPE, medicines and devices (Vaccines Strategy and Pharmaceutical Strategy,
RescEU, etc.), healthcare surge capacity, non-pharmaceutical measures, support to vulnerable
groups, mitigating seasonal influenza.
Broader agenda on health systems strengthening, health inequalities and disease prevention.
D. Building blocks of the institutional structure (2.5, 2.5)
Strengthened roles for ECDC, HSC and Commission
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Figure 5: The main zones of health policy likely to be seen in the post-CovidOVAD period

Explanation for scoring/positioning

As of August 2020, treaty change has not been forthcoming and Article 168 TFEU looks set to
remain without amendment. Similarly, though the documentation to date describes some role
expansion for the ECDC, HSC and Commission, this-deesnetit is not yet clear whether this
will represent a marked change. As such, Aspect A (Treaty base, score 1.7, 2.2) and Aspect D

(institutional structure, score 2.5, 2.5) remain roughly where they were. Some benign
secondary law (Aspect B, score 1.7, 1.0) was rapidly adopted in the early weeks and months
of the crisis — delaying the implementation date of the new medical device regulations, for
instance — but it is not clear which, if any, of the other priorities will require legislation. This
is the aspect most subject to change as the agenda develops but, for now, it rests in Zone 1
(techno-rational).

The majority of action, both underway and planned, falls under soft law and policy initiatives
(Aspect C, score 3.3, 3.0). Here, EU action on health is set to venture into greater uncertainty
and disagreement. Support for testing, contact tracing and public surveillance will fall
primarily to the ECDC but the HSC, an intergovernmental body, looks set to play a greater
role. Mechanisms for public procurement and stockpiling might be simple enough to design,
but issues of allocation and distribution have long hampered attempts to take collective action.
The Pharmaceutical Strategy will seek to address issues around the production and supply

chains of key medicines, leeking-athowbest-to-ensureseeure-supply-chains-and-inecentivise

2
URL: http://mc.manus%riptcentral.com/geui

Page 46 of 58



Page 47 of 58

oNOYTULT D WN =

Journal of European Integration

this public good will confront large and politically powerful industries-are-core-stakeholders.

Evidence on the effectiveness of non-pharmaceutical interventions, another area where the

ECDC, Joint Research Centre and Commission will seek to offer guidance, is still emerging.

EU agenda—m—%eh—t—he—%—w—l—l—seele to support the strengthenmg of health systems,
vidnerable-groups,—thereduction-of health-inequalities-and_the wider promotion of health,
contains some of the least certain —largely because of the vagueness of the objectives —agenda
proposalaeints of all. Many of these have been on the EU’s health agenda for decades and
would be sensitive, politicised issues if tangible measures were adopted, but the complexity
of the problems involved has traditionally seen them addressed via small, soft instruments.

From 2000 to the post-CovidOVID period: the shift to complex decision-making

Finally, collating the scores across all four aspects for each time period, we can trace the broad
movement of the EU health policy agenda (Figure 6). The average scores are as follows:

2000 (1.6, 2.0) 2010 (1.8, 1.9)
2020 (2.4, 2.4) Post-CovidOVID (2.8, 2.5)
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Figure 6: The main zones of health policy decision-making from 2000 to the post-Covid VAR period

Fundamentally, Figure 6 shows us that the impact of CovidOVID-19 upon the EU’s health
policy agenda is likely to be an outward shift, deeper into the zone of mixed, complex
decision-making. This trend had already started by 2020, as both the tractability and
consensus of EU health policy had begun to decline and all four aspects of the agenda had
moved into the political range (i.e. above a score of 2). In the post-CovidOVID period, much
looks set to stay the same, in that the legal base will likely be unchanged and the EU will
continue to legislate in the techno-rational areas where it can support development of a
vaccine and maintenance of supplies to health systems. However, the certainty around its
softer interventions — where it will seek to support the fight against CovidoVibB-19 and
recovery in its aftermath — has declined considerably.

This outwards shift might be interpreted as a sign of policy maturity. The EU’s health policy
was never solely technocratic but it has steadily gained in value, salience and influence such
that it is now engaged in tackling the ‘wicked problems’ facing its members” health systems
and in pushing for common approaches and European norms where they have not previously
existed. By this interpretation, member state resistance is not a bad thing. Constant balancing
between the constituent parts of a system is a sign of a healthy, adaptive and evolving complex
system. Hence, the EU will need to continually show why and how it is helping to create better
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outcomes and its “added value’ as a health actor, in order to remain trusted and to maintain
support for its newly-gained roles. Despite being seen as a weakness by some, from a
Complexity perspective, this continual balancing and justification process may be one of the
strongest attributes of EU policy making.

CONCLUSION

Our aim in this article was to go beyond a review of the new elements of EU health policy and
~to-visualise its development over time. We recognlse the limits of this endeavour. Others-will
dThe scoring

and positioning of agendas involves judgement calls, which means that there is elearroom for

strengthening of the analysis-by-i

e%he%e*pe%ts—pme&ﬁeﬂefs&ﬂd—health—aetefs—&bth&é&ta—genef&ﬁeﬂ We offer our fmdmgs as

a starting point, hopeful of engagement, debate and further development of the project.

Notwithstanding their limitations, the findings present interesting patterns and a clear
movement from the simpler zones, where EU health policy rested-in-its-earlierexisteneebegan,
to the more complex and contested zones. Since we conducted our main analysis, the

Commission has announced that, in November 2020, it will publish a package of measures

that will form the ‘building blocks for a European Health Union’ and strengthen the EU’s

health security framework (European Commission 2020e). This will include extensions to the

mandates of the ECDC and the European Medicines Agency (EMA) and the creation of a new

agency, based on the US Biomedical Advanced Research and Development Authority

(BARDA), as well as a new legal framework for cross-border health threats. Furthermore, the

Council of the EU has expressed its commitment to taking ‘a coordinating, proactive and

leading role’ in the strengthening of global health security and the World Health Organization
(WHO) (Council of the EU 2020). Thus, it seems likely that the European Commission will
seek to repeat its ‘traditional’ reaction to public health crises: creating and strengthening

technocratic agencies, and carefully laying the eroundwork for potential expansion of its areas

of activity, whilst avoiding formal treaty change. Member states, meanwhile, may vet dampen

some of this ambition, potentially identifving the WHO as an alternative, and less

‘supranational’, venue within which to respond to the weaknesses highlighted by Covid-19.

Change will be incremental, integrative and carefully circumscribed by national governments

and financial constraints.

Where EU health policy expands — vaccines and other medicines, preparedness and

emergency planning, and health systems strengthening, for example — As-such,-considerable

challenges lie ahead. Whilst, as noted above, this-such expansion is a sign of a policy area

reaching maturity, these issue areas are increasingly contested and politically sensitive.

Success suecess—in—more—contested—and—politicalpoliey—zonesthus requires new decision-
making skills, and-both-greater responsibility and more political skill/subtlety. A strengthened

and centralised mechanism for procurement of vaccines and other medical countermeasures,

to take just one example, will engage the EU in sensitive debates about equitable distribution,

technical assessments of clinical added value, negotiation of potential contracts, and all while
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balancing the legitimate demands of national governments, the pharmaceutical industry and

isAs such, and whilst the changes afoot
mark-is a major development for EU health policy, but-net-an-end-peint—tin many ways, the
difficult part is only just beginning. ;mMaintaining support for the expansion of EU health

policy while it moves into much more contested and complex political terrain, in the midst of
recovery from a global pandemic, is the challenge now facing the EU’s health actors. How
they, the member states and European society respond will be central to the where a post-
CovidoOVAD EU health policy goes from here.
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Response to referees — manuscript GEUI-2020-0174
Dear Professor Juncos,

Many thanks for your consideration of our article — The development of EU health policy and the
Covid-19 pandemic: Trends and implications — submitted as part of the upcoming special issue
on the coronavirus pandemic. The referee comments that we received were somewhat
contradictory; the first raises several concerns, whereas the second concludes that ‘in terms of
substance this article is fine as is — just needs to be shortened’. However, we found most of
referee 1’s comments to be fair and constructive and, as such, have engaged in a full revision
of the paper, using these comments as a starting point.

The referees offered a helpful combination of specific suggestions and broader reflections on
the paper’s approach. On the latter, we agree with referee 1 that our explanation of what the
Complexity perspective could add to the analysis of this case study needed strengthening,
and that the coherence of the first and second parts of the paper could be improved. We also
thank the referee for highlighting the difficulties with the core narrative of the paper, which
focused on the window of opportunity. Re-reading our work, we can see this was a “hang over’
from the political context which existed when we started writing — to a great or lesser degree,
most of the questions raised by the window of opportunity framing have since been answered
and, through the various iterations of the paper, it was confusing our argument. As such, we
have focused our revision of the paper on these points, elaborating our justification for using
a Complexity approach, and re-structuring the narrative so that it no longer focuses on the
potential window of opportunity, but rather on the concrete changes afoot.

Both referees also pointed to weaknesses in the conclusions of the paper, and their relationship
to the earlier analysis. In light of our main revisions, we have rewritten the conclusion to offer
a more direct consideration of the paper’s findings. The additional space needed to
accommodate these changes (and to reduce the already lengthy word count) has been
provided by condensing and re-writing the empirical section of the paper, to focus more
narrowly on the proposed policy change. A more detailed account of how this has been done,
and how the more specific comments have been addressed, can be found in the table overleaf.

Thank you again for the opportunity to resubmit, and to the referees for their helpful
comments. We believe that this new version has been substantially improved as a result and
hope that it will meet the approval of the editors and referees of the Journal of European
Integration.

11 November 2020
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Table of referee comments and author response

NB comments which feed into one another have been grouped together and thus don’t

always reflect the order in which they were presented in the original referee report. All page

references are to the track-changed version of the text.

Referee 1 comments

Author response

The paper needs to be more coherent,
with stronger justification for the use of
the Complexity perspective and its
relevance to COVID-19. On the latter,
suggest in particular that the relevance of
Complexity’s challenge to EBPM and
NPM thinking is clarified.

We agree with and appreciate this point. We have
focused our revision on ensuring that the relevance of
a Complexity approach is more clearly stated (see, in
particular, changes on page 10-11) and that the
framework that Complexity offers is utilised
throughout the paper (see additions to introduction,
highlighting the focus on the complex nature of
decision-making (page 2-3), and amendments
throughout the empirical section, highlighting the
varying complexity of particular policy issues and
decision-making processes (page 5-6)). The way in
which Complexity challenges EBPM and NPM models
is clarified on page 11.

The conclusion flows from the second
part but does not return to the first part of
the paper, further reducing coherence.

Both referees rightly highlighted the conclusion as a
particular are of weakness. This section has been
completely rewritten (page 26).

On the empirical material in the first half
of the paper, there is a need for updating.
The referee also suggests that some of this
section is ‘speculation’, perhaps referring
to the assumption that the policy change
documented is a response to COVID-19.

There was, of course, always a risk of rapid dating of
material in the paper and, as the referee notes, much
of the policy change documented was (and continues
to be) in motion. The empirical sections have been
updated as far as possible, noting that both the budget
and the new Health Programme have yet to be
formally adopted (pages 3-6).

On the assumptions underlying the paper — referee 1
is right to note that we assume the changes
documented to be a response to COVID-19. The
preambles and statements which accompany the
health policy initiatives that we review/include in the
empirical section all make reference to COVID-19;
indeed the EU4Health Programme marks a reversal of
fortunes for health, which was due to be subsumed
into other frameworks. We have sought to clarify and
reiterate this point in the text (page 5). We have also
clarified that, whilst we draw our analysis of what
changes are likely to be seen over the coming months
from the documentation, we cannot be certain which
of the proposals will eventually be adopted or in what
precise form.

The role of DG SANCO (in addition to the
CPM and the ECDC) is not discussed in
the paper (page 21)

We have reframed the account of the two governance
frameworks which facilitate the EU’s role in crisis
response, which has altered the context in which this
comment is made, but nonetheless added a footnote to
clarify the role of DG Santé (page 4).
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The paper claims that the ECDC had a
‘good crisis’ but referee 1 disagrees with
this assessment, stating that ECDC’s
reports were generic and did not play a
role in decision-making at the national
level (page 22)

Again, this point has been subsumed as part of the
revisions but we have reiterated our assertion that
these institutions performed as well as could be
expected, within the parameters of their mandates and
resources, and the dominant role of national
governments in health policy and crisis response
(pages 1, 4).

The HSC is mentioned but its relationship
to the other institutions not elaborated.

This is a helpful point — the HSC’s basis in the Health
Threats Decision is now elaborated (page 4).

There is a contradiction between the claim
that a window of opportunity was
missed, and that we are seeing significant
steps forward in integration (page 23)

This is an important point and speaks to the broader
argument that the paper makes, which we have
reviewed in light of the comments made. As noted in
the cover letter above, we have completely overhauled
the “window of opportunity’ narrative, and appreciate
the referee’s careful explanation of where the
weaknesses in this lay.

The future role of the ECDC needs to be
clarified (page 24)

The referee suggests that the paper implies a role for
the ECDC in managing mass gatherings. We have
reviewed the language, however, and it states that the
ECDC will have a role in producing guidance on the
management of such events, not in managing them
directly. As such, we have not made an alteration
here, but defer to the editors and can amend if they
feel that our phrasing is unclear (page 6).

Referee 2 comments

Author response

The conclusions are a bit vague — suggest
to highlight the conditions under which
we might expect transfer of (what part of)
health policy to the EU level, drawing on
analysis. Be more explicit about findings
of the paper.

Both referees rightly highlighted the conclusion as a
particular are of weakness. This section has been
completely rewritten (page 26).

Consider re-phrasing the caveat in the
conclusion to something more neutral
(specific suggestion made in review).

We thank the referee for the suggested text here and
have borrowed some of this, whilst significantly
paring back the caveat, as suggested.

Paper is too long — suggest some graphs
to online appendix & check of graph
word-count.

We note the word count and did ask the Journal
editors for guidance here when we originally
submitted (perhaps our original cover letter was
mislaid somewhere in the process). Our strong
preference is to keep the tables and graphs within the
text if possible, since they don’t simply support the
analysis, they are the focus of its discussion. We have
reduced the word count by ~400 words to this end but
defer to the editors judgement on the necessity of an
online appendix.

References not in JEI house style.

Our understanding from the website is that JEI now
accepts format-free submission. We are, of course,
happy to adapt the references to house style post-
acceptance, as per the instructions for authors.
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