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Abstract

During the COVID-19 pandemic, the European Union (EU) observed a major centralisation of
competence in public health policy - the EU Vaccines Strategy. Yet increased centralisation or
integration is not always desirable because the EU lacks a layer of democratic control to ensure
transparency and accountability. This feature highlights the need to better understand and assess
the EU’s actions during the pandemic. This paper aims to assess the effectiveness of the EU Vaccines
Strategy and contributes to the wider debate on the centralisation of power at Union level. The joint
procurement of COVID-19 vaccines is considered a success, as it avoided a “vaccine scramble” by the
EU Member States. However, the fact that the Member States were obliged to purchase more than
they needed and the lack of transparency in the negotiations with companies on the procurement of
vaccines have raised questions about the integrity of the Commission’s exercise of executive power.

Keywords: Advanced Purchase Agreement; COVID-19; EU Vaccines Strategy; joint procurement;
medical countermeasures

I. Introduction

Facing the threat of COVID-19, the European Union (EU) went through an early phase of
chaotic, uncoordinated national responses. The situation began to settle and the European
Commission became increasingly prominent in leading the EU through this difficult
period. One key EU response was the EU Vaccines Strategy (hereafter, the Strategy),
announced on 17 June 2020 by the Commission, which aimed to accelerate the
development, manufacturing and deployment of COVID-19 vaccines in the EU.!

The importance of the Strategy is not only reflected in the need for vaccines to protect
millions of lives, but also in its historical significance as a Commission-led joint EU
response to a major public health emergency. The Strategy was based on Article 122 of
the Treaty on the Functioning of the European Union (TFEU) and also the activation of the
Emergency Support Instrument (ESI), while the joint procurement of medical counter-
measures was enabled by Decision 1082/2013/EU. The fact that these legal provisions
preceded the COVID-19 pandemic does not diminish the importance of the Strategy in the
history of the EU administration. First of all, as acknowledged by the Commission, the Joint
Procurement Agreement “is a preparedness tool and was not designed to deal with an
ongoing crisis.”” The crisis situation put the Commission’s capacity and the available legal
provisions into test. Despite the legal basis, the Commission and other relevant agencies

1 See https://ec.europa.eu/commission/presscorner/detail/en/ip_20_1103.
% See European Commission, “Joint Procurement.” Building a European Health Union: Reinforcing the EU’s
resilience for cross-border health threats. 11 November 2020.
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and bodies had to work out the steps with urgency without precedents or references. Such
exercise of executive power led to persistent criticism of the Commission, especially of
President Ursula von der Leyen, from civil society and the European Parliament,
particularly towards the transparency of the joint procurement process.?

Despite its importance, more than three years since the announcement of the Strategy,
academic discussion of this important Commission initiative remains scarce. While some
hold a relatively positive view of the Commission’s actions,® others criticised the lack of
transparency in its negotiations with companies on vaccine procurement.® The literature
lacks a comprehensive assessment of the effectiveness of the Strategy that would guide
future cooperation between the EU and national executives and further EU institutional
building.

Moreover, there is a tendency that the EU solves problems caused by integration with
further integration.” Discussion on integration in the field of public health cannot be based
on narratives and anecdotes. In particular, it is doubtful whether the European Health
Union would be qualitatively different from previous attempts, and there is no guarantee
that without addressing the weaknesses of national health systems joint EU actions will be
capable of enhancing future public health emergency response.® Meanwhile, EU health law
is a dynamic system that can be interpreted according to different contexts,” and the
Union has responded to the problems revealed by the pandemic with more integration
through building on existing structures, demonstrating that the EU does indeed have more
competences than some believed.!® The powerful and dynamic EU law system, combined
with a proactive Commission, could lead to both desirable and undesirable outcomes. The
EU could fall into a spiral of more centralisation of power with increased autonomy,
without reflecting on the effectiveness or necessity of joint actions.

As a result, it is necessary to assess this major EU effort - the EU Vaccines Strategy, to
carefully evaluate EU actions against the stated objectives and to learn from the lessons
when considering and designing future institutional or procedural reforms in any policy
areas. This paper reflects on the Strategy by assessing its effectiveness, defined in this
paper as goal attainment. To provide an objective assessment, we seek quantitative
measures wherever possible, and compare the EU’s performance with that of the US. When
quantitative analysis is not possible, we rely on qualitative analysis of official documents
and support from the literature.

In addition to the stated objectives, we also assess the overall transparency of the
implementation of the Strategy. The importance of transparency has been repeatedly

3 See the discussion of the legal basis of the EU Vaccines Strategy by Alessandro Petti “EU COVID-19 purchase
and export mechanism: A framework for EU operational autonomy.” (2022) 59(5) Common Market Law Review.

* Francesco S. Della Corte. “The EU Vaccines Strategy: A missed opportunity for EU public health?” (2023)
European Journal of Risk Regulation. This paper focuses on the institutionalisation of the practices and experience
drawn from the EU Vaccines Strategy into the Health Emergency Preparedness and Response Authority (HERA).

5 Deirdre Halloran. “Procurement during a Public Health Crisis: The Role of the European Union.” (2021) 32(1)
Irish Studies in International Affairs 67-81.

¢ Salvatore Sciacchitano, and Armando Bartolazzi. “Transparency in Negotiation of European Union With Big
Pharma on COVID-19 Vaccines.” (2021) 9 Frontiers in Public Health.

7 Eleanor Brooks, Anniek de Ruijter, Scott L. Greer and Sarah Rozenblum. “EU health policy in the aftermath of
COVID-19: neofunctionalism and crisis-driven integration.” (2022) 30(4) Journal of European Public Policy 721-39.

8 Alberto Alemanno “Towards a European health Union: time to level up.” (2020) 11(4) European Journal of Risk
Regulation 721-25.

° Tamara K. Hervey and Anniek de Ruijter “The dynamic potential of European Union health law.” (2020) 11(4)
European Journal of Risk Regulation 726-35.

10 Kai P. Purnhagen, Anniek de Ruijter, Mark L. Flear, Tamara K. Hervey and Alexia Herwig. “More competences
than you knew? The web of health competence for European Union action in response to the COVID-19 outbreak.”
(2020) 11(2) European Journal of Risk Regulation 297-306.
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stressed by the European Parliament and the public. As a satisfactory level of transparency
was widely expected, we consider maintaining transparency an implicit objective of the
Strategy.

The contribution of this paper is at least threefold. First, it comprehensively assesses the
effectiveness of the EU Vaccines Strategy and serves as a reference for national governments
and the EU in future joint EU efforts, especially on procurements of medical
countermeasures. The paper provides researchers and policymakers with a systematic
reflection that can guide future developments in this policy area. The involvement of the
Member States in the Health Emergency Preparedness and Response Authority Board (HERA
Board) and the Health Crisis Board'! nonetheless allocates greater responsibilities to
national governments. It is therefore essential to draw lessons carefully and faciliate
discussions at both Union and national levels. Second, the paper provides an objective
assessment of the EU’s efforts, which are often not articulately communicated. A better
understanding of the EU’s contribution to public health during the pandemic can help
combat misinformation and increase the accountability of EU institutions. Finally, this paper
contributes to a wider debate on the centralisation of executive power at the EU level.

Il. Assessing the attainment of the four objectives of the Strategy

The four main goals of the Strategy are set out as follows:

* to ensure the quality, safety and efficacy of vaccines;

* to secure timely access to vaccines for Member States and their populations while
leading the global solidarity effort;

* to ensure equitable and affordable access for all in the EU to an affordable vaccine as
early as possible;

« to make sure that preparations are made in EU Member States regarding the rollout of
safe and effective vaccines, addressing transportation and deployment needs, and
identifying priority groups.

The rest of this section evaluates the EU achievement against these stated objectives
and concludes by a short study of the transparency of the process.

I. Ensuring the quality, safety and efficacy of vaccines

The European Medicines Agency (EMA) was set up in 1995 to harmonise national medicine
regulatory bodies and since then has been the gatekeeper responsible for “the scientific
evaluation, supervision and safety monitoring of medicines” in the EU.? “Ensuring the
quality, safety and efficacy of vaccines,” the foremost objective listed in the EU Vaccines
Strategy, was mainly carried out by EMA. The pandemic put the existing marketing
authorisation mechanism into test as there was a huge pressure and demand from the
public on authorities to assess candidate vaccines and treatments swiftly. EMA indeed
adapted its operation and provided flexible and fast review of medicines through its
pandemic Task Force (COVID-ETF). To assess the EMA’s performance during the pandemic,
this section first describes in brief its operation, including the expedited authorisation and
the continuous monitoring of vaccine safety.

While providing explanations or justifications for procedures is valuable, it cannot
replace the need for a more rigorous assessment based on the outcomes of the final

1 Council Regulation 2022/2372, Recital (4).
12 See https://www.ema.europa.eu/en/about-us.
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products. The section, therefore, investigates whether the approved vaccines demonstrate
high efficacy in clinical trials and high effectiveness in post-marketing phases, supported
by evidence found from the relevant literature. Furthermore, addressing concerns
regarding the comparatively slower authorisation process of the EU vis-a-vis the United
States, this section concludes with a comparative analysis between the US’s Emergency
Use Authorisation and the EU conditional marketing authorisation.

a. Expedited authorisation by EMA
During the COVID-19 pandemic, EMA was active in supporting the development and
authorisation of vaccines through various channels.

+ The COVID-19 EMA pandemic Task Force (subsequently Emergency Task Force) was
established on 9 April 2020, and was made up of experts across Europe. The aim of the
Task Force was to support regulatory activities including, in particular, product and
scientific data assessment.'®> Under EMA’s new mandate, the Emergency Task Force
replaced the COVID-19 EMA pandemic Task Force and became a permanent body
Of EMA.14,15,16

+ EMA provided rapid scientific advice to vaccine developers at the early development
phases.

+ EMA activated a rolling review of scientific data from clinical trials as soon as the data
were available. Once EMA confirmed the sufficiency of the data, the developers
submitted a formal application for a conditional marketing authorisation (CMA).

+ The Commission granted CMAs of the vaccines based on EMA’s recommendations and
on consultations with the Member States. A CMA is valid for one year, is renewable
and can be converted to a standard marketing authorisation. Full clinical data were
not required to be available at the time of authorisation, but CMA holders were
obliged to share the completed clinical data within defined timeframes.'”

Any applications submitted to EMA for vaccine approval contain “pharmaceutical
quality studies” that provides information about the vaccine’s active components, purity
and other ingredients, how the vaccine is manufactured, its stability and shelf life, and how
best to store it. Additionally, companies developing COVID-19 vaccines provide
information about the manufacturing technology used, and can only produce vaccines
in certified facilities.'®

13 EMA (2021), “Mandate, objectives and rules of procedure of the Covid-19 EMA pandemic Task Force (Covid-
ETF),” 20 June, available at: https://www.ema.europa.eu/en/documents/other/superseded-mandate-objectives-
rules-procedure-covid-19-ema-pandemic-task-force-covid-etf_en.pdf (accessed 31 October 2022).

14 Regulation (EU) 2022/123 of the European Parliament and of the Council of 25 January 2022 on a reinforced
role for the European Medicines Agency in crisis preparedness and management for medicinal products and
medical devices, available at: https://eur-lex.europa.eu/legal-content/EN/TXT/ (accessed 31 October 2022).

15 EMA (2022), “Regulation on EMA’s extended mandate becomes applicable,” News, 1 March, available at:
https://www.ema.europa.eu/en/news/regulation-emas-extended-mandate-becomes-applicable  (accessed 31
October 2022).

16 EMA, “Emergency Task Force (ETF),” Webpage, available at: https://www.ema.europa.eu/en/committees/
working-parties-other-groups/emergency-task-force-etf (accessed 31 October 2022).

7 For EMA initiatives for acceleration of development support and evaluation procedures for COVID-19
treatments and vaccines, see https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threa
ts/coronavirus-disease-covid-19/guidance-developers-companies/covid-19-guidance-evaluation-marketing-authori
sation (accessed 31 October 2022).

18 See https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-
covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-studies-approval#what-is-the-level-of-efficacy-
that-can-be-accepted-for-approval?-section.
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b. Continuous monitoring of vaccine safety

EMA continues to monitor the safety of COVID-19 vaccines based on all available data from
the studies reported by the companies, and also from national authorities. In collaboration
with the authorities of the Member States, EMA uses real world data to implement the
pharmacovigilance plan of the EU regulatory network for authorised COVID-19 treatments
and vaccines.

Research so far has not found severe side effects induced by the EU-approved COVID-19
vaccines, though thrombosis (formation of blood clots in the blood vessels) has been added
to the list of side effects of AstraZeneca (Vaxzevria), which may affect up to 1 in 10,000
people.”® Likewise, myocarditis and pericarditis (inflammatory conditions of the heart)
have been added to the list of side effects of both Pfizer-BioNTech (Comirnaty) and
Moderna (Spikevax), which may affect up to 1 in 10,000 people. To ensure vaccine safety
for children, EU pharmaceutical legislation imposes an obligation (paediatric investigation
plan) on vaccine developers to carry out trials to collect data on efficacy and safety for
those younger than 18 years.

c. Ensuring high efficacy of COVID-19 vaccines

In the context of COVID-19 vaccines, efficacy refers the ability of a vaccine to prevent
symptomatic diseases in individuals affected by COVID-19.2 Generally speaking, the
efficacy of the COVID-19 vaccines approved by EMA is high.* In particular, the vaccines
developed by Pfizer-BioNTech and Moderna reach at least a 90 per cent efficacy rate
against early variants of the virus,?%%* with AstraZeneca not very far behind.?®
Subsequent epidemiological research points to the same conclusion that the COVID-19
vaccines currently in use are highly effective 2”22

19 See https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disea
se-covid-19/treatments-vaccines/monitoring-covid-19-medicines-0#covid-19-vaccines:-pharmacovigilance-plan-
section.

20 As COVID-19 vaccines are commonly named by their corresponding manufacturers, we follow this
convention to ensure readability.

2 See https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disea
se-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-studies-approval#what-is-the-level-of-
efficacy-that-can-be-accepted-for-approval?-section.

22 see the ECDC report: https://www.ecdc.europa.eu/en/covid-19-efficacy-effectiveness-and-safety-vaccines.

# Lindsey R. Baden., Hana M. El Sahly, Brandon Essink, et al. “Efficacy and Safety of the MRNA-1273 SARS-CoV-2
Vaccine.” (2021) 384 (5) New England Journal of Medicine 403-16.

24 Robert W. Frenck, Nicola P. Klein, Nicholas Kitchin, et al. “Safety, Immunogenicity, and Efficacy of the
BNT162b2 Covid-19 Vaccine in Adolescents.” (2021) 385(3) New England Journal of Medicine 239-50.

% Fernando P. Polack, Stephen J. Thomas, Nicholas Kitchin, et al. “Safety and Efficacy of the BNT162b2 MRNA
Covid-19 Vaccine.” (2020) 383(27) New England Journal of Medicine 2603-15.

26 Merryn Voysey, Sue Ann Costa Clemens, Shabir A Madhi, et al. “Single-Dose Administration and the Influence
of the Timing of the Booster Dose on Immunogenicity and Efficacy of ChAdOx1 NCoV-19 (AZD1222) Vaccine:
A Pooled Analysis of Four Randomised Trials.” (2021) 397(10277) The Lancet 881-91.

%7 Chia Siang Kow, and Syed Shahzad Hasan. “Real-World Effectiveness of BNT162b2 MRNA Vaccine: A Meta-
Analysis of Large Observational Studies.” (2021) 29(4) Inflammopharmacology 1075-90.

28 Srinivas Nanduri, Tamara Pilishvili, Gordana Derado, et al. “Effectiveness of Pfizer-BioNTech and Moderna
Vaccines in Preventing SARS-CoV-2 Infection Among Nursing Home Residents Before and During Widespread
Circulation of the SARS-CoV-2 B.1.617.2 (Delta) Variant — National Healthcare Safety Network, March 1-August 1,
2021.” (2021) 70 (34) Morbidity and Mortality Weekly Report 1163-66.

%9 Srinivasa Vittal Katikireddi, Thiago Cerqueira-Silva, Eleftheria Vasileiou et al. “Two-Dose ChAdOx1 NCoV-19
Vaccine Protection against COVID-19 Hospital Admissions and Deaths over Time: A Retrospective, Population-
Based Cohort Study in Scotland and Brazil.” (2022) 399(10319) The Lancet 25-35.
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d. Comparison between the US and the EU approaches

During the emergency, countries followed different routes to reach the urgently needed
vaccines. Russia and China opted for speed, and administrated COVID-19 vaccines in the
absence of phase 3 trial data. The emergency use authorisation adopted by the United
States requires less paperwork, while the EU’s CMA is a formal and structured
authorisation process. Indeed, the “Guidance on Emergency Use Authorization of Medical
Products and Related Authorities” by the US Food and Drug Administration (FDA) states
that the FDA may allow emergency use of medicines given a reasonable evidence that the
medicine “may be effective”*® while the EU CMA requires that “the benefit-risk balance of
the medicine is positive.”*' An excellent comparative study points out several key
differences and we highlight two of them here:*?

« The EU CMA follows the same procedure as the standard marketing authorisation,
whereas the US emergency use authorisation is a different procedure than the
standard new drug application.

+ The EU CMA requires stricter post-authorisation obligations, while the US emergency
use authorisation is granted on the sponsor’s plan.

It is true that EMA approved the use of the two important vaccines, developed by
Pfizer/BioNTech and Moderna, later than the US (to be discussed below). Yet given the
procedural differences in their approach, EMA performed satisfactorily in balancing
authorisation speed and vaccine safety, while successfully pressing the pharmaceutical
companies to submit data and documents in a timely manner.

2. Securing timely access to vaccines

The second goal of the Strategy, closely related to the first one, was to secure timely access
to vaccines for the EU Member States and their populations, while leading the global
solidarity effort, which seems containing contradictory objectives. Did the EU and its
Member States manage to secure timely access to vaccines for the EU population while
doing the same for disadvantaged populations globally?

To assess the EU actions in securing timely access to COVID-19 vaccines, we first check
the time needed for six COVID-19 vaccines from the beginning of the rolling review until
the authorisation decision, and then study the speed of delivery to the EU Member States,
defined as the number of weeks elapsed since 2021 needed to cover 100% of their
population. Regarding the Strategy’s ambition to contribute to the global vaccine
solidarity, we study the contribution of the EU to the COVAX facility using the data
provided by the UNICEF COVID-19 Market Dashboard.

a. Rapid development and delivery of COVID-19 vaccines

Advance Purchase Agreements (APAs) were the backbone of the Strategy, through which
the Commission secured vaccine supply in the EU within a short timeframe. The
Commission conducted exploratory talks, entered into agreements with vaccine producers
and purchased - or reserved the right to purchase - vaccines in advance, despite those

30 See Setion B1 of the Gudiance at https://www.fda.gov/regulatory-information/search-fda-guidance-docume
nts/emergency-use-authorization-medical-products-and-related-authorities.

%1 See the EMA webpage on Conditional marketing authorisation at https://www.ema.europa.eu/en/human-
regulatory-overview/marketing-authorisation/conditional-marketing-authorisation.

32 Marina Ghadanian and Ellen Schatheutle. “Comparison between European Medicines Agency and US Food
and Drug Administration in Granting Accelerated Marketing Authorizations for Covid-19 Medicines and their
Utilized Regulations.” (2024) 58 Therapeutic Innovation and Regulatory Science 79-113.
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Table I. Timeline of COVID-19 vaccine marketing authorisation in the EU

Vaccine producer Date of Conditional Marketing Authorisation Date of Standard Marketing Authorisation

Pfizer-BioNTech 21/12/2020 10/10/2022
Moderna 06/01/2021 03/10/2022
AstraZeneca 29/01/2021 31/10/2022
Janssen 11/03/2021 09/01/2023
Novavax 20/12/2021 04/07/2023
Valneva NA 24/06/2022
Sanofi NA 10/11/2022

Note: Some vaccines received a standard marketing authorisation directly (Valneva and Sanofi) while for others a standard marketing
authorisation was issued after a CMA.
Data source: EMA®

vaccines not yet having been granted marketing authorisation. This approach indeed
simplified the negotiation process, with a joint negotiation team formed of representatives
of seven EU Member States. The APAs also established a plan for the distribution of
vaccines across the EU Member States, ensuring equal access and delivery based on
population size.

By October 2022, EMA had given CMAs to six successful vaccine candidates, listed in
Table 1. The use of regulatory flexibility expedited the regulatory approval of COVID-19
vaccines compared with any vaccines developed in the past. While in general the average
time to develop a medicinal product from phase 1 trials to approval is around 10 years, this
process took less than a year for some COVID-19 vaccines.** EMA’s rolling review certainly
reduced the time needed for the delivery of CMAs.*®

Altogether, these efforts led to a record time to authorise COVID-19 vaccines in the EU,
as shown in Figure 1. There were just 21 days between Pfizer-BioNTech’s application and
the issuance of the CMA, 36 days for Moderna, 17 days for AstraZeneca and 23 days for
Janssen, compared with the standard EU review timeline of 210 working days.*

The EU Member States could have opted for faster access to the vaccines through
emergency use at the national level, but eventually chose a more robust, scientific and
unified EU approach.

Authorisation marks only the beginning; ensuring timely access to a vaccine requires
both swift production and equitable distribution across the Member States. To assess
potential disparities in the distribution of COVID-19 vaccines among the Member States,
we analyse the number of weeks elapsed since 2021 it took for each country to receive
sufficient doses to theoretically vaccinate 10 per cent and 100 per cent of its population.
For example, in a country with a population of 10 million, we compare the numbers of
weeks it took to receive 1 million and 10 million doses. It is important to note that this
analysis differs from the count of administered vaccine doses, which is certainly lower.

%3 See https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disea
se-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised.

3 Marco Cavaleri, Harald Enzmann, Sabine Straus, and Emer Cooke. “The European Medicines Agency’s EU
Conditional Marketing Authorisations for COVID-19 Vaccines.” (2021) 397(10272) The Lancet 355-57.

35 Roelie Marinus, Sarah Mofid, Marya Mpandzou, and Thomas C. Kiihler. “Rolling Reviews During COVID-19:
The European Union Experience in a Global Context.” (2022) 44(3) Clinical Therapeutics 352-63.

3¢ EMA, ‘The evaluation of medicines, step-by-step’, Webpage, available at: ema.europa.eu/en/human-regulato
ry/marketing-authorisation/evaluation-medicines-step-step (accessed 31 October 2022).


https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised
https://ema.europa.eu/en/human-regulatory/marketing-authorisation/evaluation-medicines-step-step
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Figure I. Timeline of COVID-9 vaccine authorisation in the EU.

Note: This Gantt chart shows the timeline of all six COVID-19 vaccine authorisations in the EU. The process consisted of two steps,
namely a rolling review before formal submission and a review after formal submission. The first COVID-19 vaccine to begin the rolling
review process was AstraZeneca (Vaxzevria) (I October 2020). Pfizer-BioNTech (Comirnaty) was the first COVID-19 vaccine to
receive a CMA (21 December 2020). The average time from the start of the rolling review to the issuance of a CMA was 145 days.
Data source: EMA
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Vaccine delivery in the EU was evenly distributed at the initial stage - pro rata based on
Member State population - despite some complaints.”” Most Member States received
enough COVID-19 vaccine doses to cover 10 per cent of their population within eight weeks
since the beginning of 2021, as shown in Figure 2. Most countries received sufficient doses
to theoretically vaccinate their whole population once within half a year, but differences
among countries existed. One of the reasons is that the deliveries were, to a certain extent,
demand-driven. For example, the two least-vaccinated Member States, Bulgaria and
Romania, were also the slowest to receive vaccine doses.*®

Some Member States decided to diversify their vaccine portfolios earlier than others.
For example, Hungary authorised the use of the Sputnik V vaccine, which was developed
by Russia and not authorised at the EU level, lessening the amount of time it took to
adequately cover its population.

The EU was however slower in securing deliveries than the US, where the use of Pfizer/
BioNTech vaccine was authorised 10 days earlier and achieved to distribute an amount of
doses equal to 10 per cent of the population in Week 3 of 2021 and 100% in Week 19, using
only the supply of Pfizer/BioNTech and Moderna.

Considering the more structured authorisation process and the complexity in
coordinating and assisting the logistics of 27 Member States, the EU’s contributions
should not be understated. Besides, it is also true that Pfizer-BioNTech prioritised the
entry to the US market.* On delivery, the lower prices and the relatively late agreements

37 See https://www.euractiv.com/section/health-consumers/news/eus-marathon-covid-vaccination-drive-
off-to-uneven-start/.

3 See https://www.euractiv.com/section/health-consumers/news/eus-marathon-covid-vaccination-drive-
off-to-uneven-start/.

% Jillian Deutsch and Sarah Wheaton. How Europe fell behind on vaccines. POLITICO. 27 January 2021.


https://www.euractiv.com/section/health-consumers/news/eus-marathon-covid-vaccination-drive-off-to-uneven-start/
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Figure 2. Speed of vaccine delivery.
Note: Authors’ own elaboration on the data of ECDC Vaccine Tracker and the data provided by the US Centers for Disease Control
and Prevention.

between the pharmaceutical companies and the Commission might have led to the
sluggish supply in the EU in the first half of 2021.%

b. Global solidarity

The EU committed politically to leading global solidarity efforts during the COVID-19
pandemic. However, the European Commission made extensive use of APAs to secure
vaccines only for the EU/EEA population. Securing vaccines for EU/EEA citizens and
maintaining global solidarity were to a large extent not compatible objectives.

One of the major global solidarity efforts to secure timely access to vaccines was the
COVID-19 Vaccines Global Access (COVAX) Facility.”! One fundamental commitment was
“to bring every participating country to 20 per cent vaccination before releasing supplies
for any country to go above 20 per cent” (this allocation mechanism referred to phase 1, in
place until April 2022), with a priority for frontline healthcare workers and the most
vulnerable groups.” This commitment made the COVAX Facility unattractive to some
high-income countries, which would have had to adapt their vaccine demand to this
commitment while they were financially able to sign bilateral purchase agreements and
vaccinate their populations quickly.** Countries had the possibility to opt out of this

40 Wolfgang Miinchau. Our worst policy error. Eurointelligence. 23 January 2021.

1 The COVAX Facility is one pillar of the Access to COVID-19 Tools (ACT) Accelerator, a global collaboration to
speed up the development, production and equitable access to COVID-19 tests, treatments and vaccines. The
COVAX Facility is an alliance of Gavi (Global Vaccine Alliance), the Coalition for Epidemic Preparedness
Innovations and the World Health Organization, whose aim is to globally orchestrate the identification,
production and distribution of effective COVID-19 vaccines, with UNICEF participating as a key delivery partner.

42 See Allocation Mechanism for COVAX Facility Vaccines available at: https://www.who.int/publications/m/
item/allocation-mechanism-for-covax-facility-vaccines-explainer.

43 Ann Danaiya Usher. “A Beautiful Idea: How COVAX Has Fallen Short.” (2021) 397(10292) The Lancet 2322-25.
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commitment and conclude bilateral agreements.** Indeed, EU Member States did not
acquire doses through COVAX. The EU and its Member States participated in the COVAX
Facility as “self-financing economies,” being as donors rather than recipients.

According to the UNICEF COVID-19 Market Dashboard, by June 2023, roughly 925
million doses of COVID-19 vaccines had been shipped through the COVAX Facility to 114
countries. The data show that 23 EU Member States had donated approximately 418
million doses through COVAX to 101 countries by June 2023.° The US was another major
donor, contributing roughly 400 million doses.

The EU and its Member States also contributed to the COVAX Advanced Market
Commitment (AMC). Launched on 4 June 2021, this is a financial mechanism to make
COVID-19 vaccines available to lower- and middle-income countries regardless of their
ability to pay. The COVAX AMC acts as an insurance policy and is funded by voluntary
contributions from high-income countries and private donors. The European Commission
confirmed its participation in the COVAX AMC by announcing a direct contribution of EUR
400 million in grants. It also contributed, together with the European Investment Bank, an
additional EUR 600 million in guarantees, while the EU Member States contributed a
further EUR 2.5 billion.*

The COVAX mechanism was originally created as a multilateral tool, with the objective
of ensuring timely access to vaccines for the global population by orchestrating
collective purchases and sharing the doses among all participating countries. Yet, the
possibility of high-income countries to negotiate bilateral agreements limited the benefits
of the COVAX mechanism.”” The EU and its Member States were together one of the
biggest donors of the COVAX Facility’s budget, while at the same time, they prioritised
access to vaccines for their own population. From the global perspective, it is no doubt that
the EU, together with the more advanced economies, enjoyed the fruits of the vaccine
development earlier than the rest of the world.

Nevertheless, the EU helped ensure access to vaccines globally by export controls. The
export controls managed by the EU served two goals depending on the supply condition.
The export of COVID-19 vaccines and active substances from the EU to non-vulnerable
countries were regulated by an EU export authorisation scheme.*® The EU could stop
exporting vaccines to non-vulnerable countries (with some countries and territories
excluded from the scope of the Regulation) in case of a breach of the contractual
agreements set out in the APAs, or in case of a threat to the security of supply within the
EU. It served first the aim to secure doses for the EU Member States and second protected
vulnerable countries. As of March 2021, 380 export requests to 33 different destinations
had been granted for a total of around 43 million doses.*” Notably, the EU was the only
democratic region in the world to export COVID-19 vaccines on a large scale.”®

4 See https://foreignpolicy.com/2021/09/23/covax-covid-vaccines-rich-countries-un/.

 https://www.unicef.org/supply/covid-19-market-dashboard.

% See https://www.consilium.europa.eu/en/infographics/covid-covax-global-vaccine-solidarity/.

7 See also https://institutdelors.eu/wp-content/uploads/2021/05/PB_210525_COVAX_Marchais_EN.pdf.

8 The export authorisation scheme regulated under Commission Implementing Regulation (EU) 2021/111
entered into force in March 2021 and was extended until December 2021. From January 2022 onwards, the EU
export authorisation was replaced by a monitoring tool giving the Commission the possibility to survey and
detect in a timely way any breach of the APAs, or any threat to the EU’s vaccine supplies or its capacity to pledge
and deliver vaccine donations.

9 The main export destinations include the UK (with approximately 10.9 million doses), Canada (6.6 million),
Japan (5.4 million), Mexico (4.4 million), Saudi Arabia (1.5 million), Singapore (1.5 million), Chile (1.5 million),
Hong Kong (1.3 million), Korea (1.0 million) and Australia (1.0 million). See https://ec.europa.eu/commission/pre
sscorner/detail/en/ip_21_1352.

50 Isabelle Marchais. “COVAX: Europe Put to the Test of Global Vaccine Solidarity.” (2021) Europe in the World,
Institut Jacques Delors, May.


https://foreignpolicy.com/2021/09/23/covax-covid-vaccines-rich-countries-un/
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https://institutdelors.eu/wp-content/uploads/2021/05/PB_210525_COVAX_Marchais_EN.pdf
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Table 2. Price per dose comparison (USD)

Vaccine producer EU us Rest of the world
AstraZeneca 2.85 4 5.47
Janssen 8.5 10 10
Moderna 21.75 15 30.13
Pfizer-BioNTech 18.92 19.5 12.86
Sanofi-GSK 9.3 10.5 NA

Data source: The UNICEF COVID-19 Vaccine Market Dashboard (as at |3 November 2022).5' These data were collected by the UNICEF from
the media and thus the numbers are not considered official.

3. Ensuring equitable and affordable access to vaccines

The equity and affordability of COVID-19 vaccines were major concerns in 2020. Due to the
infectiousness and severity of the disease, as well as the swift emergence of new variants,
some commentators argued that “no one is safe until everyone is safe.”> Others predicted
that the world did not have the capacity to produce sufficient doses of COVID-19 vaccines
to vaccinate the entire global population.>® As vaccines were expected to be limited in their
initial supply, it was reasonable to anticipate issues with equitable allocation.

At the top level, countries might attempt to bid for or persuade pharmaceutical companies
to prioritise supplies for them. Within a country, different groups of people would compete
for a limited number of doses. Would the doses first be given to richer people who are more
able to pay? What would be the optimal allocation rule that balances the moral obligation to
look after vulnerable groups with the efficient functioning of the economy?

These worries proved to be excessively pessimistic. Scrambling for COVID-19 vaccines
among the EU Member States was successfully avoided thanks to the joint procurement.
Within nations, people were generally considerate and wait for their turn, allowing the
elderly and those on the frontline to be vaccinated before the general public. As shown
earlier in Figure 2, most Member States received enough doses to theoretically vaccinate
their whole population once within half a year.

This “progress” from insufficiency to abundance, however, is not without criticism. In
this section we discuss affordability very generally, and then move to the opposite of the
fear of scarcity: surplus.

a. Affordability

COVID-19 vaccines are offered free of charge in all Member States, yet taxpayers pay the
cost indirectly. As a result, we twist the question and study the cost of the vaccines. To
assess affordability, we compare the prices of five COVID-19 vaccines across the EU, the US,
and the rest of the world using the data provided by the UNICEF COVID-19 Market
Dashboard. The price per dose paid by the EU is not high compared with the US and the
rest of the world (see Table 2). For the COVID-19 vaccines manufactured by AstraZeneca,
Janssen and Pfizer-BioNTech, the EU paid on average less than the US. The price of a
product is only one facade of affordability. One might pay little for one dose of vaccine but
buy much more than needed, eventually still paying more than necessary. In any case, a
purchase should be evaluated with all conditions considered. Unfortunately, important

51 https://www.unicef.org/supply/covid-19-market-dashboard.

52 See https://www.unicef.org/press-releases/no-one-safe-until-everyone-safe-why-we-need-global-response-
covid-19.

53 See https://news.northeastern.edu/2020/06/27/the-world-has-never-had-to-vaccinate-the-entire-population/.


https://www.unicef.org/supply/covid-19-market-dashboard
https://www.unicef.org/press-releases/no-one-safe-until-everyone-safe-why-we-need-global-response-covid-19
https://www.unicef.org/press-releases/no-one-safe-until-everyone-safe-why-we-need-global-response-covid-19
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Table 3. Number of doses secured by the EU

No. of doses needed

Vaccine producer Type of vaccine per person No. of doses secured  Status

Pfizer-BioNTech mRNA 2 doses 2.4 billion Approved
Moderna mRNA 2 doses 460 million Approved
AstraZeneca Adenovirus 2 doses 400 million Approved
Janssen Adenovirus | dose 400 million Approved
Sanofi-GSK Protein 2 doses 300 million Approved
Hipra Human Health  Protein | dose 250 million Approved
Novavax Protein 2 doses 200 million Approved
Valneva Inactivated virus vaccine 1.2 million Approved

Data source: European Commission.**

conditions in the contracts, which include price, volume, delivery schedule, purchase
guarantee and liability clauses, are not publicly available.>®

b. Surplus

The EU transitioned from scarcity to surplus within a year. The extent of this surplus, and
the wastage of vaccines worldwide, remained largely neglected by the public until
researchers gradually picked up the matter.>*578

A surplus of vaccines was indeed planned. More than 4 billion doses of COVID-19
vaccines have been secured for roughly 445 million EU residents (see Table 3).>° Certainly,
there are several reasons for the Commission securing more doses than the population
size. The first argument is diversification: it is important to invest in different technologies
to increase the chance of developing and buying an effective and safe vaccine. Second,
several vaccines require more than one dose to fully vaccinate a person, and some require
boosters.

The EU initially struggled to secure sufficient vaccine doses but overcame this problem
eventually. This could be interpreted as a success, but it has arrived at the other extreme
as there is a considerable amount of vaccine surplus. This is unfortunate, considering the
resources spent on purchasing and producing the doses as well as the EU’s commitment to
achieving global vaccine equity.

To investigate the delivery of vaccines and the extent of vaccine surplus, we use the
data collected by ECDC (version of 1 June 2023). The number of vaccines received (used) per

54 https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/safe-covid-19-vaccines-europeans_en.

55 See the criticism by Corporate Europe Observatory at https://corporateeurope.org/en/2023/07/eu-vaccine-
transparency-shot-dark.

5 Vanessa Jaélle Dor, Ronald Eveillard, Prakasini Satapathy, et al. “COVID-19 Vaccine Wastage in Low-Income
Countries: What Is the Starting Point?” (2022) 82 Annals of Medicine & Surgery.

57 Nguyen Khoi Quan, Nguyen Le My Anh, and Andrew W. Taylor-Robinson. “The Global COVID-19 Vaccine
Surplus: Tackling Expiring Stockpiles.” (2023) 12(1) Infectious Diseases of Poverty 21.

%8 Jeffrey V Lazarus, Salim S Abdool Karim, Lena van Selm, et al. “COVID-19 Vaccine Wastage in the Midst of
Vaccine Inequity: Causes, Types and Practical Steps.” (2022) 7(4) BMJ Global Health e009010.

59 Note that these amounts are not necessarily the amounts bought and shipped to EU Member States. We rely
on the delivery data provided by ECDC to determine the size of surplus in the EU.
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Figure 3. Weekly vaccines received and used.
Source: Authors’ own elaboration on the data of ECDC Vaccine Tracker (version of | June 2023).

week is calculated by adding together the number of doses received (used) of each vaccine
brand. The cumulative sum is then calculated on a weekly basis for both the number of
doses received and the number of doses used. The surplus is the cumulative difference
between the number of doses received and the number of doses used by the EU Member
States. However, we do not have information on when doses expired or were destroyed, so
the total surplus indicates more vaccines than are actually stored as reserve. Note that
data for Malta are missing.

Figure 3 shows that the arrival of vaccines in the EU is an intermittent process. The
graph depicts the numbers of doses received by the EU on a weekly basis from 2020 week
52 to 2023 week 20. Both delivery and usage dipped during the third quarter of 2021, as
well as after the beginning of 2022. Obviously deliveries were driven by use/demand, at
least until 2021. The soar of vaccine delivery in mid-2022 is partly due to the arrival of the
adapted versions by Pfizer-BioNTech and Moderna targeting Omicron BA.4 and BA.5. Yet
the usage is low. Figure 4 illustrates the same information in its cumulative form and
includes exports of vaccines in the picture. The number of unused vaccines had increased
steadily, reaching around 450 million by May 2023. These had been either stored, sent to
unknown destinations, or wasted.

While it is desirable for Member States to have a stockpile of vaccines, there are two
major concerns with such a large surplus. The first is wastage and the second is global
equity. Wastage is certainly due to vaccine expiry. For example, in May 2022 Denmark had
to destroy 1 million vaccines that had past their expiry date.®® Concerning global equity,
the EU failed to ensure global solidarity as vaccines were sitting in storage and not being
administered into arms.

€ See https://www.aljazeera.com/news/2022/5/2/denmark-to-destroy-excess-soon-to-expire-covid-19-vaccines.
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Figure 4. Cumulative COVID-19 vaccines received, used, exported and unused.
Source: Authors’ own elaboration on the data of ECDC Vaccine Tracker (version of | June 2023).

In May 2022, the Commission announced that it had reach an agreement with Pfizer-
BioNTech to adapt the contractually agreed delivery dates to better align with Member
State needs.®! In essence, doses scheduled to be delivered throughout the summer would
instead be delivered during the autumn and winter. In June 2022, a group of EU Member
States (Bulgaria, Croatia, Latvia, Lithuania, Estonia, Poland, Romania, Slovakia, Hungary
and Slovenia) sent an official request to the Commission to review the contracts signed
with manufacturers to make deliveries more flexible, showing that they did not need the
pre-ordered doses.®” In the letter, these Member States highlighted that being tied to
paying for COVID-19 vaccines that they did not need would waste public money.

The COVID-19 vaccine wastage is a lesson learned for the Commission. Any future
similar procurement of medical countermeasures (MCMs) should ensure flexible deliveries
that respond to actual demands, in order to avoid wastage. While renegotiating purchase
contracts is an option,® it is imperative to explicitly outline within the contract how the
risk of over-purchase will be shared.

4. Making sure that preparations are made in EU Member States

The fourth objective stated in the Strategy was to ensure that the EU Member States were
well prepared to roll out COVID-19 vaccines. According to Article 168(7) TFEU, the

¢l See https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3067.

2 See https://www.euractiv.com/section/coronavirus/news/10-eu-countries-call-for-more-flexibility-in-va
ccine-contracts/.

 See https://www.euractiv.com/section/politics/news/commission-renegotiates-vaccine-deals-to-quell-ove
rstocking/.


https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3067
https://www.euractiv.com/section/coronavirus/news/10-eu-countries-call-for-more-flexibility-in-vaccine-contracts/
https://www.euractiv.com/section/coronavirus/news/10-eu-countries-call-for-more-flexibility-in-vaccine-contracts/
https://www.euractiv.com/section/politics/news/commission-renegotiates-vaccine-deals-to-quell-overstocking/
https://www.euractiv.com/section/politics/news/commission-renegotiates-vaccine-deals-to-quell-overstocking/
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organisation and delivery of health services are the responsibility of the Member States.
The Union accordingly does not have the competence to manage or interfere in national
vaccination campaigns. The EU played mainly a supportive role by providing guidance, as
well as helping the Member States to address potential challenges and gaps. To assess the
achievement of the EU concerning this objective, this section first lists some major support
by the EU in this area and then provides the authors’ own assessment based on evidence
and opinions from the literature.

First of all, among the EUR 13 billion joint procurement of medical and protective
equipment conducted by the Commission in early 2020, EUR 2.27 billion was used to
purchase medical equipment for vaccination, including 1.2 billion syringes, 588 million
needles and 1.18 million vaccine carriers.®® The Commission in the meantime created
platforms for the Member States to acquire medical supplies and transport capacity. In
April 2020, the Commission created the COVID-19 Clearing House for medical equipment to
help the Member States source available supplies to match their needs for different
products, including personal protective equipment, medical and hospital supplies, and ICU
therapeutics and vaccines.®® The Commission in addition reallocated funds and resources
for meeting the Member States’ urgent needs through the existing Union Civil Protection
Mechanism and the strategic medical stockpile created under rescEU.* Part of the funding
available under the Emergency Support Instrument was used to bolster the Member States’
preparations for vaccinations, for example in the transportation of COVID-19 vaccination-
related equipment. In hindsight, the slow rollout in the beginning of the vaccination
campaign was not a result of lack of preparation but more an issue of vaccine production
capacity.?’

Another major support by the EU came in the form of guidance and recommendations.
The Commission provided recommendations for the Member States to undertake the
necessary preparations for vaccination rollout. Published in October 2020, prior to the
start of the Member States’ vaccination campaigns, the Commission’s communication on
preparedness for COVID-19 vaccination strategies and vaccine deployment set out the
chief elements to be taken into consideration.®®

The European Centre for Disease Prevention and Control (ECDC) also played an
important role. To advise the Member States in defining priority groups, ECDC published
two reports in October and December 2020 on prioritisation strategies for vaccination®
and two reports in March and October 2021 on sharing good practices of vaccine rollout.”
Despite these efforts, it was reported that COVID-19 vaccine policies in the EU vary
significantly,”! partly due to the fact that ECDC is not mandated to issue legally binding
recommendations. Divergent vaccine policies could fuel misinformation and hurt public

¢ See https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/public-health/ensuring-availabili
ty-supplies-and-equipment_en.
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¢ See https://ec.europa.eu/commission/presscorner/detail/en/ip_20_476.

67 president Ursula von der Leyen admitted that the EU was late to authorise and failed to mass produce vaccine
doses. See BBC “Covid: EU’s von der Leyen admits vaccine rollout failures” 10 February 2021. https://www.bbc.co
m/news/world-europe-56009251.

8 See https://health.ec.europa.eu/system/files/2020-10/2020_strategies_deployment_en_0.pdf (europa.eu).

¢ See https://www.ecdc.europa.eu/sites/default/files/documents/Key-aspects-regarding-introduction-and-
prioritisation-of-Covid-19-vaccination.pdf and https://www.ecdc.europa.eu/sites/default/files/documents/Covi
d-19-vaccination-and-prioritisation-strategies.pdf.

70 See https://www.ecdc.europa.eu/sites/default/files/documents/Rollout-of-Covid-19-vaccinations-in-the-
EU-EEA-challenges-good-practice-errata.pdf and https://www.ecdc.europa.eu/sites/default/files/documents/Fa
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trust.”? Meanwhile, the European Ombudsman opened a case concerning how ECDC
gathered and assessed information during the pandemic in the context of a wider work on
the response of the EU administration. While no maladministration was found, the
Ombudsman made several recommendations on promoting transparency and facilitating
scrutiny of the data and assessments compiled by ECDC.”® Following voices complaining
the lack of effectiveness and authority of ECDC,”* the mandate of ECDC has been
strengthened but the impact of the new mandate will only been seen in the next crisis.”

5. Transparency as a transcending issue

The core of the EU Vaccines Strategy, the Joint Procurement Agreements (JPAs) of COVID-
19 vaccines, was not built upon the legal basis provided by Article 168 TFEU. Instead, the
leagal basis of JPAs has been defined, long before the onset of the pandemic, as an exercise
of the executive power of the Commission under Article 17 TEU.”® Besides, the Advanced
Purchase Agreements (APAs) granted the Commission the power to distribute the
purchased vaccines, signifying a structural change of the relations between the EU and its
Member States and also a further centralisation of executive power by the Commission.””
The use of JPAs, an act of centralisation of executive power, is however subject to the
judicial review by the Court of Justice of the European Union and should comply with some
principles of good administration applicable to contracts that involve the use of the budget
of the Union.” One of the principles is transparency.”

Indeed, the transparency aspect of the Commission’s negotiations with pharmaceutical
companies on the COVID-19 vaccines has been scrutinised.**® The negotiations of the
APAs were mainly conducted behind closed doors with limited transparency. Under
pressure from the European Parliament and some civil society organisations, the
Commission released substantially redacted versions of the contracts, stating the need to
protect business secrets. This approach was criticised for denying the public’s right to
review public contracts.® The release of the redacted versions led to the closure of the EU
Ombudsman’s inquiry into the transparency of the APAs between the Commission and the
pharmaceutical companies. However, the Ombudsman urges the Commission to ensure
transparency of the ongoing and future vaccine negotiations.®

Looking ahead, while Regulation (EU) 2022/2371 mentions that “joint procurement
procedures should abide by high standards of transparency in relation to Union

72 Rebecca Forman, Mark Lit and Elias Mossialos. “Divergent vaccination policies could fuel mistrust and
hesitancy.” (2021) 397(10292) The Lancet P2333.

3 See https://www.ombudsman.europa.eu/en/case/en/57373.

74 George Griffin. “Covid-19 pandemic - why was the ECDC so ineffective?” EU Observer Opinion, 4 June 2021.
https://euobserver.com/opinion/152036.

75 See https://www.ecdc.europa.eu/en/news-events/ecdc-extended-mandate-endorsed-today-european-
parliament.

7¢ European Commission. “Explanatory note on the Joint Procurement Mechanism.” (2015).

77 Alessandro Petti. “EU COVID-19 purchase and export mechanism: A framework for EU operational
autonomy.” (2022) 59(5) Common Market Law Review 1333-70.

78 Art 5 of Decision No 1082/2013/EU.

79 Chapter 8 of Regulation (EU, Euratom) 2018/1046.

80 salvatore Sciacchitano and Armando Bartolazzi. (2021).

81 Beke, Mike, Lucienne Berenschot, Sanchari Dutta, et al. “The European Public Health Response to the
COVID-19 Pandemic: Lessons for Future Cross-Border Health Threats.” (2023) European Parliamentary Research
Service.

82 Art 42 of the EU Charter of Fundamental Rights.

8 European Ombudsman. “Decision in joint cases 85/2021/MIG and 86/2021/MIG on the European
Commission’s refusal to give public access to documents concerning the purchase of vaccines against COVID-19”
12 May 2021.
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institutions ... and Union citizens,” it remains largely a very vague commitment. The
Regulation makes some other references to transparency (e.g. Recital 40 and Article 13(5)),
but always with the mention of the protection of commercially sensitive information and
security interests, without introducing sufficient safeguards to protect the public’s right to
access public documents. The extent to which the Regulation would help improve
transparency is still unknown, as companies seem to maintain the veto power over
information disclosure.

A transparent governance framework would enhance the EU’s perceived authority and
allow for more efficient and effective deliberation and implementation of policies.
Stronger safeguards for transparency in the different steps of a public health emergency
response would be beneficial for the EU to effectively address any type of cross-border
health threat, while keeping public support on its side. This would, for instance, be very
valuable when it comes to the incorporation of scientific advice into policymaking or the
use of public resources, for example in funding the research and development of crisis-
relevant MCMs. If the legislation is to be kept reasonably flexible, such safeguards could
take the shape of more specific guidelines on how to conduct certain processes and
disclose certain types of information, and of a strong accountability mechanism that would
ensure that EU officials are given sufficient and correct incentives to always work for the
public interest.

IllIl. Conclusions

The EU Vaccines Strategy stands out as a significant case study in public health policy,
notable for its ambitious goals, clear necessity, and its implications to the EU institutional
framework. This centralised approach, in hindsight, effectively prevented a chaotic rush
for vaccines and ensured fair distribution among the EU Member States, irrespective of
their financial resources. While this analysis aims to extract lessons for the future, it is
important to acknowledge the EU’s proactive approach and achievements in addressing an
unprecedented crisis within a complex institutional framework involving 27 sovereign
states.

Yet the Advanced Purchase Agreements (APAs), central to the Strategy, have faced
scrutiny and criticism, particularly due to concerns about transparency. The substantial
size of these procurement contracts brought attention to the need for increased
transparency throughout the process. Given the potential for misinformation fuelled by
this lack of transparency, it is essential for the EU to maintain a heightened level of
transparency and due diligence in future joint procurement efforts for medical
countermeasures.

Moreover, the shortcomings of the Strategy, particularly its excessive purchases,
should serve as a learning opportunity for both EU and national leaders and officials,
guiding future centralised or coordinated actions. The EU Vaccines Strategy experience
highlights the importance of ensuring that increased integration or centralisation of
power at EU level should be accompanied by transparent procedures and a robust
accountability mechanism.
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