Vaccines Europe (VE) Annex to the Public Questionnaire
informing the European Biotech Act

European Commission public consultation on the European
Biotech Act

While VE fully supports the European Federation of Pharmaceutical Industries and
Associations (EFPIA) submission, this Annex aims to highlight specific needs of the
innovative European vaccine industry that could be addressed within the upcoming
Biotech Act.

The relative decline in Europe’s attractiveness as a center for innovation and
manufacturing has been a concern for many years. Much of the recent debate on
legislative files including the General Pharmaceutical Legislation (GPL) and Critical
Medicines Act (CMA) has been focused on pharmaceuticals. Although the vaccines
industry is a relatively small segment compared to the global pharmaceutical industry
(the most recent data showed it held 3.6 % of the total world market for pharmaceutical
products) it is particularly important for the EU (7) from an economic term and a key
component of Europe’s health security, as well as social and economic resilience.
Traditionally, the EU has been the location for investment in innovative vaccines and
manufacturing hubs, though in recent years manufacturers have been investing in sites
in other attractive regions.

The COVID-19 pandemic highlighted the value of the innovative vaccine industry and its
contribution to EU’s open strategic autonomy. Significant progress was made including
on accelerated marketing authorisation procedures (such as rolling review), which did
not last post-pandemic. Even so, the debate regarding attractiveness and
competitiveness has mainly focused on therapeutics with the result that the proposals
and current negotiations for revising the GPL give little specific consideration towards
vaccines.

Vaccines are biologics but they also have distinct specificities due to their preventive
nature, specific access pathways, long lead times production (2) and the need for
sustained high demand to support national immunisation programs. During pandemics,
this demand can escalate significantly, further emphasizing the critical role vaccines play
in public health.

Immunisation is a cornerstone of public health, significantly reducing the burden of
infectious diseases by eradicating or controlling conditions such as smallpox, polio,
measles, rubella, and pertussis. Advancing vaccine innovation is critical and should
remain a priority for Europe, with a focus on addressing existing barriers. The Charles
River Associates (CRA) and Vaccines Europe (VE) 2023 report (3) highlights several



obstacles across the vaccine value chain that diminish the EU's attractiveness for
vaccine research, development, and manufacturing. Tackling the challenges identified in
the above-mentioned report (3) and the ones highlighted here below is essential to
maintaining Europe's position as a global hub for vaccine innovation.

VE calls for the Biotech Act to implement targeted actions in the following areas to
enhance vaccine development, regulatory approval, manufacturing and supply within
the EU. These measures would contribute to improved healthcare for the population
while fostering a more competitive and resilient European Union.

Vaccines and immunisation are capital expenditures because they are critical
investments in health security, economic stability, strategic autonomy and societal
resilience.

1. Dedicated Funding Mechanisms or Incentives for Vaccine Research,
Development and Manufacturing

Vaccines research and development (R&D) is a complex, costly and lengthy process
often requiring public-private collaboration in terms of expertise and investment.
Established early dialogue between relevant stakeholders, clearer demand forecasts,
targeted incentives, and improved infrastructure, vaccine production capacities can be
enhanced to meet both emergency and routine needs.

Call for action:

e The EU and its Member States need to establish targeted funding
mechanisms to boost vaccine innovation and production. In a time of global
disinvestment in infectious disease and vaccine R&D, Europe has an opportunity
to reinforce its historical position in vaccine leadership.

e Greater adoption of innovative, dedicated financing mechanisms and
simplified funding pathways to support developers, particularly late-stage
development of vaccines against pathogens of pandemic relevance or associated
with antimicrobial resistance (AMR) will increase Europe’s attractiveness for
public and private research.

¢ Incentives that support new manufacturing sites and strengthen the existing
ones (e.g. tax reduction on national level or release, etc.)

With clear targeted incentives, opportunity for public funding, together with
improved national manufacturing infrastructure, vaccine production can be
enhanced to meet both emergency and routine population needs.

2. Streamlined Regulatory Framework and Expedited Regulatory Pathways

The European Union urgently needs a coherent, end-to-end regulatory framework for
medicinal products including vaccines. The current fragmented regulatory pathways



create duplication, inefficiency, and disrupt knowledge continuity, while overlapping
environmental, chemical, and GMO regulations hinder the development of new
vaccines.

Europe’s regulatory system demonstrates limited flexibility and efficiency compared to
global peers, particularly in its modest use of expedited regulatory pathways. The
increased use of such pathways was, however, a key success factor in the EU's response
to the COVID-19 pandemic.

A more adaptive and expedited regulatory pathway would allow Europe to respond faster
to public health needs while fostering innovation in the vaccine sector as happened
during the COVID-19 pandemic. A connected and streamlined framework would
eliminate unnecessary barriers and accelerate the development and availability of
innovative vaccines and therapies.

Call for action:

e To remain competitive and ensure patient access, Europe’s regulatory
framework should be streamlined while maintaining gold standards in safety
and should evolve to adapt to advancements in science and enable agile
manufacturing processes. Such a kind of adaptive regulatory models would
enable innovation without compromising safety, efficacy and quality:

o rolling/phased reviews during regular registration process to speed-up the
registration pathway;

o agile scientific dialogue is an essential toolto accelerate access (e.g. real-
time advice during vaccines development process should be considered);

o widen the scope for PRIME scheme to ensure that more vaccines can take
the opportunity of fast mechanism.

o Facilitate targeted training and upskilling programs with a focus on digital
transformation. This is critical especially to help increase the number of vaccine-
experienced reviewers in the European agencies.

e VE would welcome provisions in the Biotech Act to simplify labeling and
packaging requirements for vaccines, such as introduction of the EU-common
(English) pack and accelerated implementation of electronic product
information leaflet (ePIL) instead of the paper leaflet across all Member States.
Vaccines are products administered by health care professionals (HCP) and not
intended to be delivered to the patients for self- administration. EU common
packaging and ePIL will help to enhance the availability of vaccines and
immunisation especially for the small EU Member States and facilitate the
mitigation of vaccine shortages. This will support Europe’s sustainability and
environmental goals.

e These additional provisions in the Biotech Act could therefore facilitate the co-
implementation of the EU common packaging for both emergency and normal



time (which is not addressed in the General Pharma Legislation, GPL) and lead a
faster transition to ePIL for vaccines than is currently proposed in the draft of GPL.
The introduction of the platform technology master file (PTMF) will be a
significant enabler for innovative vaccine manufacturing in Europe. Vaccines
Europe recognizes that the PTMF as a tool to gather prior knowledge is under
discussion in the GPL Trialogue. However, in its current form, it does not go far
enough to support vaccine innovation. Further GPL enhancement is required to
expand the Quality Master Files tool to a PTMF approach. If this is not achieved in
the GPL, this should be addressed in the Biotech Act (4).

o Having the concept of PTMF in the Biotech Act will improve approval
timelines and help to accelerate the set-up of Clinical Trials (if an approved
PTMF is accepted during Clinical Trial approval process);

o PTMF willimprove timelines for the assessment of Marketing Authorization
Application (MAA), reduce the administrative burden on regulators, speed
up the access of innovation to citizens as well as facilitate the life-cycle
management for vaccines.

Strengthen the cooperation between EU and other regions (e.g. US, Japan,
Australia, etc) and expanding the scope of the Mutual Recognition Agreement
to include vaccines for site inspections and vaccine lot testing.

3. Infrastructure Development for Vaccine Clinical Trials

Innovation in prophylactic vaccines has never been more critical. Yet the EU’s share of

immunisation clinical trials has declined from 17% in 2018 to just 8% in 2023 - a trend

that must be reversed if Europe is to retain leadership in cutting-edge platforms (5). In the
past year alone, 22 new vaccine candidates of Vaccines Europe member companies

entered clinical development, while 19 programmes were in the advanced stages and 13

achieved licensure (6).

Call for action:

Europe must strengthen its infrastructure for vaccine research by expanding
the number of eligible clinical trial centers and interconnecting them by improving
their coordination and collaboration. Additionally, targeting the recruitment and
retention of participants in vaccine trials is essential, particularly for trials with
extended follow-up periods, such as those conducted in pediatric populations.

Improving the EU framework for clinical trials, including shorter timelines, will
increase the feasibility of vaccine multi-country clinical trials, which are critical
for broadening access to vaccines across diverse populations. The Clinical Trials
Regulation (CTR) implementation has revealed challenges with inconsistent
interpretations and additional requirements across Member States. We need to



harmonize ethics committee review criteria and enhance approval timelines to
accelerate clinical trial initiation without compromising safety.

Advance the Europe’s digital immunisation infrastructure by introducing
interoperable digital immunisation records that enable real-time monitoring of
vaccination coverage rates and population protection. This willimprove evidence-
based policymaking and support effective public investment and strategic
planning across the vaccine's ecosystem. Establishing centralised patient data
systems and electronic health records, including vaccination registries
(connected to other health/disease specific registries when relevant), will
facilitate the application and use of real-world evidence, as well as data-driven
decision-making.

4. Immunisation as Investment

National prioritisation of immunisation and prevention policies is a critical factor driving

investment in biotechnology and biomanufacturing, particularly in the vaccines sector.

Differences in political and budget prioritisation of prevention and immunisation leads to

inequalities in population access to vaccines across Member States, which remains

national competence. The resulting fragmentation, where 30 % of countries take more

than six years to reimburse new vaccines and 77 % of countries allocate less than 0.5 %

of their health budgets to immunisation, undermines Europe’s ability to protect its

population, and appeal to vaccine biotech (7).

Call for action:

Recognizing immunisation and prevention as a strategic investment that not
only ensures equitable population access but also strengthens investor
confidence and supports the sustainability of the vaccine ecosystem. Coherent,
predictable accountable prevention frameworks help de-risk private investment,
encourage manufacturing capacity within Europe, and align industrial policy with
public health objectives.

The European Commission (EC) should encourage Member States via the existing
tools of macroeconomic surveillance (New Economic Governance Framework
(NEGF) and European Semester) to make sustainable investments in life-
course immunisation programmes, ensuring vaccine equity, bolstering health
security, and contributing to economic prosperity and fiscal sustainability. The EC
should collect timely data on and monitor national immunisation budgets via
the European Semester process for economic and social policy coordination
and/or the State of Health in the EU cycle.

Consistent support of the European vaccine industry within global policy dialogues will

contribute to reinforcing Europe's open strategic autonomy and leadership. Vaccines



Europe highlights the urgency of embedding these priorities into concrete policy actions
to ensure a thriving European vaccine ecosystem, promoting sustainable innovation,
competitiveness, and robust public health outcomes for current and future generations.
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