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The crowded global health landscape has been joined by the European Union Health Emergency Preparedness
and Response Authority (HERA). HERA will assume four broad areas of responsibility: horizon scanning for
major health threats; research and development; support for capacity to manufacture drugs, vaccines, and
equipment; and procuring and stockpiling key medical countermeasures. In this Health Reform Monitor article,
we outline the reform process and describe HERA’s structure and responsibilities, explore issues that arise from
the creation of this new organisation, and suggest options for collaboration with existing bodies in Europe and
beyond. The COVID-19 pandemic and other infectious disease outbreaks have shown the need to treat health as a
cross-border issue, and there is now a broad consensus that greater direction and coordination at the European
level is needed. This ambition has been matched with a considerable increase in EU funding to tackle cross-
border health threats, and HERA can be used to deploy this funding in an effective manner. Yet this is contin-

gent upon clearly defining its role and responsibilities vis-a-vis existing agencies to reduce redundancies.

1. Introduction

The European Union (EU) Health Emergency Preparedness and
Response Authority (HERA) is a new Directorate-General within the
European Commission [1]. With a budget of at least €1 billion per
annum [2], about the same as the World Health Organization (WHO)
holds in its core budget [3], HERA is set to become a major global health
player [4]. In this Health Reform Monitor we examine the rationale
behind the launch of this new Directorate-General, the wider context,
the issues that shaped HERA’s design, and the organisation’s planned
roles. We conclude with some questions that remain unresolved.

2. Why was HERA created?

The idea for HERA arose from a recognition that the EU and its
member states had been inadequately prepared for the COVID-19
pandemic [5]. National authorities were faced with a novel, poorly
understood, but obviously lethal virus that was spreading extremely
rapidly. Initially, only a few member states seemed to be affected, but
those that were, with northern Italy in the vanguard, were clearly
struggling. Yet rather than implementing a carefully coordinated
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response, with mutual support, each member state went its own way.
Borders, long open under the Schengen Agreement, were sealed and
public authorities struggled to secure scarce resources, such as personal
protective equipment, from wherever they could get them [5].

It was against this background that HERA was launched in
September 2021. Its stated aim was "to strengthen Europe’s ability to
prevent, detect, and rapidly respond to cross-border health emergencies,
by ensuring the development, manufacturing, procurement, and equi-
table distribution of key medical countermeasures” [6]. It draws inspi-
ration from the US Government’s Biomedical Advanced Research and
Development Authority (BARDA), established in 2006 [7]. BARDA has
several functions including procurement and stockpiling of essential
supplies, research and development of medical countermeasures, and
establishing manufacturing capacity for use in an emergency.

3. The wider context: political and economic background

HERA joins an already crowded global health landscape, which is
populated by both long-established organisations (e.g., WHO and World
Bank) and more recent additions (e.g., G20, Global Fund, Gavi, and
several regional political groupings) [8]. There is also a layer of
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complexity and crowding introduced by the institutional makeup of the
EU. In 1992, the EU gained an explicit responsibility for public health.
[9] However, this responsibility is shared amongst several agencies,
including the European Centre for Disease Prevention and Control, Eu-
ropean Environment Agency, European Food Safety Authority, and Eu-
ropean Medicines Agency. And while health-related matters fall mainly
under the remit of the European Commission’s Directorate-General for
Health and Food Safety (DG SANTE), they also feature, often less
directly, in the work of other directorates. The challenges that will arise
as HERA navigates this complex web and explores ways to work together
with all these organisations are obvious, with an imperative to avoiding
the duplications and gaps that often characterise international systems.

4. Making it happen: health policy processes in the EU

While there was little disagreement that Europe needed to improve
its preparedness for future threats, the question arose as to what form
any new initiative should take. This had echoes of the discussions that
would, eventually, lead to the establishment of the European Centre for
Disease Prevention and Control in the early 2000s [10]. Specifically,
there was considerable debate within the EU about whether HERA
should be a new agency, with its own budget, or a Directorate-General of
the European Commission [11]. The former model was blocked by
several EU member states in favour of creating HERA as a
Directorate-General, which has led to tensions between HERA and DG
SANTE over budget allocation. Both HERA and DG SANTE are governed
by the same commissioner, with DG SANTE retaining several di-
rectorates whose roles align closely with HERA, e.g., One Health
(Directorate A), public health, cancer, and health security (Directorate
B), digital, EU4Health and health systems modernisation (Directorate
C), and medical products and division (Directorate D). The precise
rationale for launching HERA as a separate Directorate-General remains
unclear, but it likely reflected both political pressures and a reluctance
to launch yet another agency with the attendant costs involved and
concerns about the EU’s perceived over-reliance on agencies [12].

5. What is HERA and what is its role?

The HERA board adopted its first work plan in February 2022 [13]. It
then, in summer 2022, identified the top three health threats requiring
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EU coordination: pathogens with high pandemic potential; chemical,
biological, radiological, and nuclear threats; and antimicrobial resis-
tance [14]. It is expected that HERA will take on some of the roles un-
dertaken by BARDA, namely horizon scanning, research and
development, manufacturing capacity for drugs, vaccines, and equip-
ment, and procuring and stockpiling key medical countermeasures
(Fig. 1).

Building on the work conducted in 2022, HERA adopted its 2023
work plan which focused on five flagship initiatives: (1) establishing an
information-technology system to enable its effective operations, (2)
continuing development of medical countermeasures for epidemic and
pandemic preparedness, including next-generation COVID-19 vaccines,
(3) reserving manufacturing capabilities for vaccines, (4) establishing a
financial mechanism to support the development and production of
medical countermeasures, and (5) developing a strategy on medical
countermeasure stockpiling at the EU level [15]. Under its 2023 work-
plan, HERA has nearly €475 million to support the advancement of
research and development for medical countermeasures and related
technologies, and over €650 million to support the provision of medical
countermeasures.

Previous analyses of the potential role and responsibilities of HERA
predate publication of HERA’s work plans [1,16]. Building on these
analyses, we examine the four main functions that HERA is expected to
undertake and the barriers and enablers to achieving HERA’s work
plans. Although HERA is still under development, with its specific roles
and responsibilities subject to change, this analysis provides a useful lens
through which to analyse the rollout of HERA and can help inform
ongoing policy discussions.

5.1. Horizon scanning

Horizon scanning seeks to identify threats ranging from pandemics
and antimicrobial resistance to climate change. While the entry of HERA
into this space introduces potential risks of duplication, it also represents
an opportunity to bolster existing efforts if HERA adequately recognises
the roles of other bodies in this arena.

A key challenge will be to determine its scope and remit in tackling
threats which cut across disciplines, given the many factors that increase
the risk of infectious disease outbreaks. These threats often arise at the
complex interface between human, animal, and environmental health,
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Fig. 1. Four pillars of an effective strategy for the European Union Health Emergency Preparedness and Response Authority.
Source: The authors.
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where successful responses can be hampered by organisational bound-
aries [17]. For example, climate change will continue to pose threats
from extreme weather events, food insecurity, and changes in infectious
diseases [18]. And recent events in Ukraine have served as a reminder
that conflict on European soil has not been confined to history [19]. The
methods used to detect such varied threats differ, and those responsible
are located in settings as diverse as food inspectorates, meteorology, and
military intelligence.

Several EU institutions already undertake horizon scanning, most
notably DG SANTE and European Centre for Disease Prevention and
Control. There is also the Early Warning and Response System, an EU-
wide rapid alert system that works with national authorities on
serious cross-border threats to health. Anderson et al. noted the
importance of close collaboration between the European Centre for
Disease Prevention and Control and HERA, in light of their comple-
mentary roles [1].

As COVID-19 and mpox (formerly known as monkeypox) have made
clear, successful horizon scanning requires cooperation far beyond the
EU, including the WHO headquarters (and its Health Emergencies Pro-
gramme and national focal points for International Health Regulation,
which are located in countries around the world), the US Centers for
Disease Control and Prevention, and the newly formed Global Virome
Project. Other international initiatives include the WHO’s Global
Outbreak Alert and Response Network, the Program for Monitoring
Emerging Diseases [20,21], the World Economic Forum’s annual report
on global risks, and the World Bank’s fund for pandemic prevention,
preparedness, and response [22].

HERA’s 2022 work plan envisaged that it would sign memoranda of
understanding with the WHO Hub for Pandemic and Epidemic Intelli-
gence (led by WHO), European Centre for Disease Prevention and
Control, and European Medicines Agency to establish structured
collaboration [13]. HERA and WHO have since announced a partnership
to strengthen pandemic preparedness and response. As part of this
collaboration, HERA has committed €15 million in funding for various
global initiatives aimed at, amongst other things, developing medical
countermeasures to tackle antimicrobial resistance and promoting the
sharing of epidemic and pandemic intelligence data through the WHO
Hub for Pandemic and Epidemic Preparedness [23]. Separate deliver-
ables relate to agreeing memoranda with other international and do-
mestic agencies, including the Africa Centres for Disease Control and
Prevention, BARDA, Coalition for Epidemic Preparedness Innovations,
and UK’s Advanced Research and Invention Agency. While this is a step
in the right direction, further efforts are needed to avoid fragmentation
and duplication. For example, a global forum which operates on a
voluntary basis could be established to coordinate and strengthen ho-
rizon scanning efforts.

In September 2021, the Pan-European Commission on Health and
Sustainable Development proposed the establishment of a pan-European
system for disease control [24]. This would provide “an interoperable
health data network based on common standards developed by WHO,
recognizing that governments will move at different speeds” [25].
However, the geopolitical situation has changed since the report was
published and current thinking sees this taking the form of a voluntary
network, with different countries and organisations participating in
ways appropriate to their capacity, needs, and ambition. It will be
important to ensure the closest possible links between HERA and the
WHO Hub for Pandemic and Epidemic Intelligence, building upon the
strengths of existing national and international actors working in this
space. This will, however, require imaginative solutions to organisa-
tional relationships and technical and governance aspects of sharing
large quantities of data internationally.

5.2. Research and development

The existing research and development ecosystem is highly frag-
mented [26], and HERA must avoid duplicating efforts by other bodies.
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The most obvious first step is to ensure close coordination with bodies
currently engaged in research and development related to emergency
preparedness within the EU [26]. However, the necessary coordination
will be challenging, in particular with the European Commission’s
Directorate-General for Research and Innovation and related European
initiatives, such as the Innovative Medicines Initiative [27]. HERA will
also have to coordinate with agencies beyond the EU, such as the larger
and more generously funded BARDA and, in due course, the UK’s
Advanced Research and Invention Agency. This suggests a need for some
sort of joint committee to define priorities and avoid duplication.

The European strategy for COVID-19 vaccines highlighted weak-
nesses in the EU’s approach to developing and procuring emergency
countermeasures. This began as a joint effort by four countries (France,
Germany, Italy, and the Netherlands) acting as the so-called Inclusive
Vaccines Alliance, but responsibility later transferred to the European
Commission on behalf of its 27 member states. It allocated more than
$3.2 billion (€2.7 billion) for research and development and pre-orders
for several hundred million doses of COVID-vaccines [28]. Yet there was
no pressure on vaccine manufacturers to engage with WHO and others to
share the intellectual property and technical knowledge that could have
enabled expansion of production [29].

Both in times of health emergency and times of stability, HERA can
help promote the development of lifesaving countermeasures, and
importantly, attach conditions to its funding relating to access and
affordability of technologies developed using public money. It is
important that HERA avoid merely subsidising the activities of phar-
maceutical firms, and instead that it draws up plans to link its funding to
clear public health objectives, influencing the pricing and distribution
strategies of the companies it supports (with a view to promoting global
access). This would help HERA avoid repeating mistakes made during
the COVID-19 pandemic, where vast amounts of money were given to
companies with little oversight. Governments and non-profit organisa-
tions contributed over US$10 billion to the development of new COVID-
19 vaccines [29], yet most of this funding was not conditioned on data
sharing, fair pricing, or equitable distribution [30]. The few organisa-
tions that did provide funding with access conditions did not seem to
enforce these conditions [31].

5.3. Manufacturing capacity and production

HERA aims to adopt a lifecycle approach that supports companies
from the discovery and development stages through to the production,
distribution, and use of emergency countermeasures. The
manufacturing of countermeasures was overlooked by many funders in
the early stages of the COVID-19 pandemic [32,33]. Countries experi-
enced shortages of key emergency countermeasures, including personal
protective equipment[34] and vaccines [29].

The pandemic exposed the limited capacity in Europe to manufac-
ture countermeasures, with the European Commission forced to procure
most countermeasures from abroad. To ensure the EU is more self-
sufficient in the next crisis, HERA will need to map existing
manufacturing capacity across European countries for different coun-
termeasures and identify where potential vulnerabilities and unmet
need exist. Once identified, HERA will need to engage in public-private
partnerships to increase investment in manufacturing capacity in a
manner that can be rapidly scaled up to respond to major threats to
health such as future pandemics.

HERA, by virtue of its purchasing power, can play an important role
in promoting deep technology transfer as a way to expand production
capacity. While intellectual property rights, data, and cell lines can be
easily transferred with little involvement from the originator firm, it is
time consuming, if not impossible, to transfer technical knowledge for
manufacturing without the help of the originator. However, challenges
would remain: because technical knowledge about how to produce
vaccines and other complex biological products is often tacit, residing
within the heads of individuals within companies, it may be difficult to
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monitor companies’ commitment to this aspect of technology transfer
[35].

It should be noted that some progress was made during the COVID-
19 pandemic. For instance, governments worked with some companies,
like AstraZeneca, to set up regional and global production networks for
COVID-19 vaccines [29]. Yet there are still many challenges, and much
more can be done to help companies ramp up production of vaccines,
therapeutics, and medical devices to mount a rapid and comprehensive
response to future pandemics, and to achieve health objectives more
broadly [36,37]. Some commentators have argued that voluntary mea-
sures, including financial incentives for companies to boost production
are preferable to coercive measures, such as breaking patents [38].

5.4. Procuring and stockpiling

The EU learnt lessons from the shortages of medical supplies during
the COVID-19 pandemic, which HERA can build on [39]. However,
there are already several EU initiatives and players working in the
procurement space, and it remains unclear how HERA will coordinate
with them and what role it will play within this area.

While the Emergency Response Coordination Centre and rescEU
were established pre-COVID-19 to coordinate disaster assistance efforts
and manage stockpiles of medical equipment, they had never dealt with
a sudden shock in which all EU countries required the same supplies
simultaneously [40]. At the start of the pandemic, rescEU held a list of
materials that each EU member state would be willing to provide during
emergencies, but it did not maintain its own stockpiles. Thus, rescEU
was unable to respond adequately when COVID-19 hit. It was only after
an additional injection of funds that rescEU was able to establish a
medical reserve and stockpile, hosted by nine member states [41].

HERA’s 2022 work plan said it would strike “procurement and
reservation contracts for medical countermeasures” and support
“member states with their stockpiling and deployment to facilitate ac-
cess for all European citizens when a health crisis occurs” [13]. How-
ever, HERA may need to consider how to expand an independent
stockpile owned and maintained by rescEU that is ready for rapid
deployment rather than continuing to rely upon agreements to deploy
member states’ stockpiles to countries. HERA will also need to negotiate
a framework that clearly distinguishes the stockpiling roles of HERA
from those of the Emergency Response Coordination Centre and rescEU.
Such a framework should aid in coordination amongst these groups to
reduce duplication and ensure resources are used efficiently [1].

Beyond mapping EU member states’ and EU agencies’ current
stockpile capacities, HERA will need oversight of procurement and
stockpiling systems hosted at the broader European and global levels
through agencies like the WHO, to align efforts, share best practice and
data, and ensure there are appropriate stockpiles to respond to inter-
national health emergencies [42]. This will involve working with Spe-
cific Procurement Procedure Steering Committees for pandemic
influenza vaccines, COVID-19 booster vaccines, ventilators, personal
protective equipment, therapeutics, and more. HERA will also need to
support existing measures, such as advance purchase agreements for
vaccines under the Emergency Support Instrument and Joint Procure-
ment Agreements for medical countermeasures addressing cross-border
health threats.

Thus far, HERA has led procurement efforts to secure vaccinations in
response to the mpox outbreak, but medium- and long-term plans for
this have not yet been announced [43]. Stockpiles will also need to be
adapted to different threats to health that may emerge in coming de-
cades. For example, the necessary countermeasures required to respond
to pandemics created by a respiratory virus will be very different to
those needed to respond to threats from antimicrobial resistance, the
health consequences of climate change, or biological weapons. For this
reason, the structure and composition of stockpiles will need to be
informed by the horizon scanning activities of HERA and other organi-
sations. There appears to be acknowledgement of this within HERA, as
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one of HERA’s deliverables in its 2022 work plan was a feasibility study
to explore solutions for stockpiling medical countermeasures to combat
antimicrobial resistance, and its 2023 work plan built upon this with the
development of a priority list of resistant pathogens and a pipeline
analysis of medical countermeasures for antimicrobial resistance [13,
15].

6. Remaining issues

There are several questions that go beyond those related to the
specific roles that HERA is expected to perform.

6.1. Relationship with other stakeholders

The first set of questions relate to its relationships with other parts of
the increasingly complex global health architecture.

We can identify four areas where HERA must consider how it in-
teracts with existing entities. The first is within the 27 EU member states
(and, on some issues, the 30 European Economic Area members), both
individually and collectively. This will be especially important when it
comes to implementing any international treaty on pandemic preven-
tion, preparedness, and response (also referred to as the WHO pandemic
instrument), which is expected to be adopted in 2024 and would apply
to individual EU member states. While HERA could not oversee the
implementation of the instrument, barring any changes to EU legisla-
tion, it could monitor implementation at the EU level. However, this
risks a clash with work being done by DG SANTE in the area of health
system resilience [44]. For this process to run smoothly, it will be
important to clarify roles, responsibilities, and resource allocation to
minimise tensions.

The second is work with neighbouring countries. The European
Economic Area only covers part of Europe (30 countries), while the
WHO’s European Region spans 53 countries. There are well-established
mechanisms for EU agencies to work with countries in Eurasia, both
through cooperation agreements and through the WHO’s Regional Of-
fice for Europe, which HERA can learn from. The Regional Office and
European Centre for Disease Prevention and Control, for instance,
already collaborate on a tuberculosis reporting programme covering the
entire WHO European Region [45].

Third, at a global level, HERA must collaborate with international
agencies involved in health, such as the WHO [46], and utilise multi-
lateral platforms, such as the G20 and G7 group of countries, to promote
collective agreements on sustainability and resilience. In line with ob-
jectives outlined within the EU Global Health Strategy [47], HERA will
also need to collaborate with institutions such as the Africa Centres for
Disease Control and Prevention and support actions related to sustain-
ability and resilience in low- and middle-income countries, such as
enhanced surveillance, expansion of manufacturing capacity, and rapid
deployment of countermeasures [48,49].

Fourth, HERA must develop bilateral collaborations, both on an
intergovernmental basis and with private companies, especially in
countries with strong research infrastructure, such as Australia, Canada,
Japan, the UK, and the USA. This will include developing partnerships
and shared objectives with key organisations that have similar remits in
other countries, such as BARDA and the UK Health Security Agency. It
will also be necessary to navigate the more complex relationship with
the North Atlantic Treaty Organization (NATO), given shared interests
in health security.

6.2. Ambition and scope of HERA

The second set of questions relate to the ambition and scope of HERA
[11]. As mentioned earlier, HERA was originally envisaged as an inde-
pendent agency, but, after push back from several EU member states,
HERA was established as a Directorate-General of the European Com-
mission. This means that HERA does not have dedicated funding and
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instead relies on resources from existing programmes. This could limit
the ability of HERA to undertake rapid decision-making during crises.
Several stakeholders have noted that this arrangement limits the au-
tonomy and powers of HERA [48], and the organisation must work
within the constraints imposed by the EU treaties that reserve compe-
tence for most aspects of health care to the member states [50].

This ambiguity continues to create tensions between member states
and EU policymakers. For example, several member states pushed back
against proposals contained within the European Health Union for the
European Commission to have powers to audit member states’ pandemic
preparedness plans [51]. Re-negotiating this boundary of EU-level
decision-making may not be politically and legally feasible in the
short-to-medium term, and this could pose a significant obstacle for
HERA when developing and implementing policies consistently across
the EU.

6.3. Governance of HERA

The third set relate to governance. There are concerns around how
HERA will be governed and how to ensure transparency and account-
ability in its operations [48]. Because HERA was established as a
Directorate-General within the European Commission and not a
stand-alone agency, it is not subject to the same level of scrutiny
(including impact assessments, annual reports, audits, and ex-post
evaluations) as EU agencies, as per the Common Approach adopted by
the European Parliament, Commission, and Council. As noted in a recent
report, “the absence of these measures during the establishment and
operation of HERA raises concerns about the transparency of its gover-
nance and its pursuit of public interest" [48].

HERA is taking steps to address such concerns. It has established a
board which brings together representatives from the European Com-
mission and member states to collaborate on strategic planning and
ensure alignment between EU and national health preparedness and
response actions. HERA has invited other EU institutions, agencies, and
bodies to be observers in its board. Recently, HERA signed an agreement
with the European Centre for Disease Prevention and Control and the
European Medicines Agency which outlined working arrangements to
enable and strengthen coordination and collaboration and efficiency of
their work [52]. HERA envisages creating a HERA Advisory Forum to
promote cooperation with other EU bodies [53].

Conclusion

HERA offers an opportunity to strengthen the ability of health sys-
tems in Europe and beyond to respond to health emergencies. Yet HERA
now faces challenges in developing a sustainable structure and
achieving its work plan effectively and efficiently.

The COVID-19 pandemic and other infectious disease outbreaks have
shown the need to treat health as a cross-border issue, and there is now a
broad consensus that greater direction and coordination at the European
level is needed. This ambition has been matched with a considerable
increase in EU funding to tackle cross-border health threats, and HERA
can be used to deploy this funding in an effective manner. Yet its success
will depend on clearly defining its role and responsibilities vis-a-vis
existing agencies to reduce redundancies. The ball is now in HERA’s
court.
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