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This paper explores the unique challenges and opportunities that the European Union’s Artificial Intelligence Act (EU Al
Act) presents for emerging startups across Europe. The Act aims to create a framework that emphasizes trust and ethical
considerations in how artificial intelligence technologies are used. As a result, startups must navigate strict compliance
requirements while also being key players in driving innovation. The analysis highlights some significant hurdles that the
Act imposes, particularly for startups that often have limited resources. These challenges can be financial, operational, or
strategic in nature. However, the study also looks at ways to balance the need for compliance with the need for flexibility
and innovation. Potential strategies include using regulatory sandboxes, adopting risk-based compliance frameworks, and
fostering collaborative partnerships. In conclusion, the paper suggests policy changes aimed at simplifying compliance
processes, improving supportive infrastructures, and helping startups flourish in a landscape that is both regulated and
focused on innovation. By tackling these intricate dynamics, the research underscores the potential for European startups to
lead the way in the responsible development of Al technologies while still preserving their competitive edge in the market.
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INTRODUCTION

include thorough conformity assessments, robust data
governance frameworks, and mechanisms for human
oversight. In contrast, limited-risk systems are subject to
fewer obligations, with a focus on transparency and options
for users to opt out. While the Al Act aims to create a level
playing field and a consistent regulatory environment, its
impact on Al-driven businesses—especially startups—can
be profound. The compliance requirements imposed by
the Act present significant challenges for resource-limited
startups, potentially hindering innovation and extending
the time needed to bring new technologies to market.
However, this regulatory landscape also opens avenues for
differentiation. By promoting the development of ethical and
trustworthy Al systems that meet consumer expectations and

The European Union’s Artificial Intelligence (AI) Act marks
a significant milestone in establishing a comprehensive
regulatory framework aimed at promoting ethical and
responsible Al development and application throughout
Europe. Adopted in 2024, this legislation seeks to ensure
that Al systems are safe, transparent, and accountable,
thereby enhancing public trust while also fostering
innovation within the Al sector. The primary goals of the Al
Act include reducing risks associated with high-impact Al
systems, protecting fundamental rights, and ensuring that
technological advancements resonate with key European
values—such as privacy, fairness, and inclusivity. A central
feature of the Act is its risk-based classification system,

which organizes Al applications into four categories:
minimal risk, limited risk, high risk, and unacceptable risk.
High-risk systems, which may be employed in critical areas
such as healthcare, education, or infrastructure, must adhere
to stringent compliance requirements. These requirements

adhere to global standards, startups can position themselves
advantageously. By effectively navigating these regulatory
demands, emerging companies have the opportunity to
establish themselves as leaders in the evolving domain of
responsible Al innovation.
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Startups as Innovators: The Role of Startups in
Driving Al Innovation in Europe

Startups are vital players in the advancement of artificial
intelligence (Al) innovation across Europe, serving as key
drivers of technological progress and enhancing the region’s
economic competitiveness. Although Europe has been
perceived to lag behind global leaders like the United States
and China in Al development, its dynamic startup ecosystem
has emerged as a foundational force in the creation of
innovative Al technologies and applications (Roland Berger,
2024). These European startups do more than contribute
to technological advancements; they play a crucial role
in shaping the ethical and value-oriented direction of
Al, ensuring alignment with the continent’s regulatory
frameworks and cultural values. One of the most significant
ways that startups contribute to Al innovation is through the
development of advanced technologies, including natural
language processing, generative Al,and autonomous systems.
Unlike larger, established corporations, startups are often
more agile and willing to take risks, enabling them to explore
and implement disruptive ideas swiftly. This ability to move
quickly is particularly important in the field of generative
Al, where startups are actively creating the infrastructure
and applications that utilize foundational models to deliver
practical solutions (Al Sweden, 2024). Additionally, startups
are making substantial contributions to Europe’s focus on
trustworthy Al by emphasizing principles such as privacy,
ethics, and transparency in their technological innovations.
Theseprioritiesresonatewith Europe’soverarchinglegislative
and societal goals, including those articulated in the Al Act,
which highlights the significance of ethical Al development.
By integrating these values into their innovations, startups
not only meet regulatory expectations but also position
themselves favorably in global markets (McKinsey, 2024).
Collaboration between startups and traditional industries
also represents a noteworthy area of impact. Startups serve
as crucial intermediaries, helping legacy sectors such as
automotive, energy, and agriculture to integrate emerging
Al technologies. Through these partnerships, they facilitate
the transition of these industries toward more efficient,
data-driven operations, thereby promoting the widespread
adoption of Al across various economic domains (KI
Verband, 2024). Despite these positive contributions,
European startups encounter significant challenges,
including fragmented ecosystems, regulatory complexities,
and funding shortages. These obstacles highlight the
necessity for targeted policy measures to support the growth
and scalability of Al-driven startups. Initiatives like the Al
Innovation Package and Horizon Europe funding are designed
to address these issues by providing startups with essential
resources, such as access to supercomputing infrastructure
and talent pools (European Commission, 2024). Startups
are essential to Europe’s aspirations of becoming a leader
in Al innovation. They drive technological advancements
while also upholding the continent’s commitment to ethical

and trustworthy Al. By tackling systemic challenges and
fostering a cohesive ecosystem, Europe can unlock the full
potential of its startups, ensuring their contributions lead to
both technological progress and economic growth.

RESEARCH QUESTIONS

1. How can startups ensure compliance with the Al Act
while maintaining their innovative capabilities?

2.  What are the key financial and operational obstacles that
European startups encounter under the EU Al Act?

3. In what ways can regulatory sandboxes facilitate
compliance with the EU Al Act while promoting
innovation among startups?

4. What strategies can startups adopt to mitigate the
financial burdens associated with the EU Al Act?

The Compliance Challenge for European Startups

The European Union’s Al Act, which took effect in August
2024, represents a significant step forward in establishing
a regulatory framework designed to promote trustworthy
and ethical artificial intelligence (Al) across Europe. This
legislation addresses critical issues such as risk assessment
and consumer protection, but it also presents considerable
challenges for emerging companies, especially those
focused on developing high-risk Al systems (Roland Berger,
2024). One of the most significant obstacles that startups
face under this new framework is the substantial financial
burden associated with compliance. Costs related to
conformity assessments, risk management protocols, and
ongoing oversight can quickly escalate, often exceeding the
financial capabilities of many fledgling enterprises (Think
Tank LSE, 2024). For example, compliance with the Act’s
requirements may demand annual expenditures in the
hundreds of thousands of euros. These costs are further
complicated by the potential penalties for non-compliance,
which can reach up to €30 million or 6% of a company’s
global revenue (Unternehmertum, 2024; Netguru, 2024).
Additionally, the administrative responsibilities of
classifying Al applications by risk level must be addressed
before any system can be launched in the market (Orrick,
2024). Such procedural demands often result in prolonged
time-to-market, hindering startups’ ability to innovate at
the rapid pace typically expected from early-stage ventures
(Roland Berger, 2024). Many founders express concern
that the stringent standards imposed by the Act can inhibit
experimentation, compelling them to modify or limit certain
Al functionalities to achieve compliance (Unternehmertum,
2024). Furthermore, as the Act relies on technical standards
that are still under development, businesses face ongoing
uncertainty regarding how to interpret and implement its
requirements (Sopra Steria, 2024). This ambiguity heightens
the operational risks for new enterprises, which are already
grappling with restricted funding and the urgent need
for market traction. In response to these challenges, the
European Commission has initiated several measures aimed
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at easing the compliance burden. Regulatory sandboxes, for
instance, offer controlled environments where startups can
test Al applications without the immediate risk of penalties
for non-compliance. This approach fosters a more iterative
process for product refinement (Think Tank LSE, 2024;
The Recursive, 2024). Additionally, the allocation of around
€1 billion annually for digital innovation provides crucial
financial support, alleviating some of the expenses related
to research, development, and ongoing compliance (Think
Tank LSE, 2024). These initiatives not only help reduce
financial pressures but also reflect a broader commitment
to sustaining a vibrant startup ecosystem that adheres to
ethical standards while remaining competitive on a global
scale (Sopra Steria, 2024; Artificial Intelligence Act, 2024).
Ultimately, the Al Act highlights Europe’s ambition to lead
in the responsible governance of advanced technologies.
However, it also requires startups to navigate a complex
landscape of compliance. While the demands of the Act
may slow the agile processes that characterize early-
stage firms, it simultaneously provides an opportunity for
startups to differentiate themselves through a commitment
to trustworthiness and ethical integrity. By strategically
utilizing regulatory sandboxes, securing financial assistance,
and developing specialized internal expertise, European
startups can not only overcome these challenges but also
position themselves as leaders in sustainable Al innovation
within an increasingly competitive global market.

High compliance costs === Annual costs uo to €100,000
Challenges { Extended lime-{o-marke{ === Delzyed inncvztion
Uncertainty in standards === Eyolying tecanical guidelines
Conformity assessments

Financial Burdens -<
/ Risk manggement protccols

Classifiction of Al apolications
#The Compliance Challenge for .~ Admiristrative Eurders '<

Continuous oversight requirsments
European Startups

\ Requlatory sandboxes === Testing without mmediate penalties
Solutions { Financial support === EU funding for compliance
Specialized expertise === Support for startups in high-risk systems

Straamined compliance

Outcomes Improved innovation pace

Stronger global positioning

Risks of Non-Compliance for European Startups

Non-compliance with the EU Al Act presents European
startups with a multitude of significant risks that can
jeopardize their immediate sustainability and long-term
competitive edge. Financially, the repercussions can be
severe, with penalties potentially reaching as high as
€35 million or 7% of a company’s global revenue. Such
financial burdens are particularly threatening for emerging
enterprises that typically operate with limited resources
(Netguru, 2024; Holistic Al, 2024; EY, 2024). In addition to
the immediate financial implications, non-compliance can

inflict reputational damage, leading to a decline in consumer
trust and investor confidence—especially in sectors where
ethical considerations in Al are critical (Netguru, 2024).
This loss of credibility can hinder essential partnerships
and restrict access to funding, which are vital for growth
and innovation. Consequently, startups may face delays in
product launches and find it challenging to adapt swiftly
to emerging market opportunities (Roland Berger, 2024;
Science Business,2024). Moreover, the operational challenges
associated with meeting the stringent requirements of
the Act—such as conducting conformity assessments for
high-risk Al applications—can impose additional costs
and administrative burdens. This often forces startups to
reconsider or adjust key functionalities of their Al solutions
(Orrick, 2024; Viso, 2024). Such complexities may prompt
some companies to relocate or even abandon their projects,
ultimately threatening Europe’s capacity for innovation in
advanced technologies (Science Business, 2024). Conversely,
startups that take proactive steps to implement governance
frameworks and engage with regulatory initiatives—such as
testing sandboxes for Al solutions—can turn compliance into
a strategic advantage. By doing so, they can showcase their
commitment to responsible Al development and position
themselves as market leaders in an increasingly regulated
landscape (EY, 2024; Eucalls, 2024).

Strategies for Balancing Compliance and Innovation

European startups face the complex challenge of complying
with the EU Al Act while striving to remain innovative and
agile. To navigate these intricate regulatory requirements,
one promising strategy is the utilization of regulatory
sandboxes. These controlled environments allow companies
to experiment with artificial intelligence applications,
enabling them to gradually adapt to compliance obligations
while fostering innovation (The Barrister Group, 2024).
Another crucial aspect of this process is the adoption of
a risk-based methodology. By categorizing Al systems
based on their potential impact, startups can effectively
allocate resources to address higher-risk applications.
This prioritization allows them to focus on critical areas
without stifling the development of less critical innovations
(Noerr, 2024). In addition to these strategies, establishing
robust internal governance frameworks is essential. Such
frameworks promote accountability and transparency,
significantly reducing the chances of costly setbacks. While
the initial burden of compliance may appear daunting,
aligning Al development with ethical and safety standards
can enhance trust among investors and consumers,
ultimately providing startups with a competitive advantage
(Netguru, 2024). Collaboration with industry stakeholders
and engagement in EU-supported initiatives, such as
Testing and Experimentation Facilities, can alleviate some
of the operational costs associated with compliance. This
cooperative approach not only helps mitigate expenses but
also positions European startups asleadersin the responsible
development of Al technologies (Euractiv, 2024).
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Policy Recommendations

European startups striving to innovate under the EU Al Act
stand to gain significantly from aregulatory environment that
recognizes their unique challenges, particularly their limited
resources and compliance capabilities. The introduction of
the Digital Euro serves as a pertinent example, illustrating the
necessity for regulatory frameworks that effectively balance
the imperatives of innovation with those of compliance. This
balance is crucial for the successful implementation of the
EU Al Act, especially in fostering the growth of European
startups (Davalas & Charalabidis, 2024). To alleviate the
administrative burdens that startups face, the development
of simplified guidelines and tailored templates could be
instrumental. Such resources would help streamline the
extensive documentation and auditing processes that often
overwhelm smaller enterprises (Burges Salmon, 2024). In
addition, targeted financial support mechanisms, including
grants and subsidies, would enable startups to allocate their
resources more judiciously, particularly when engaged in the
developmentofhigh-risk Al systemsthatnecessitatethorough
(Orrick, 2024).
should prioritize the acceleration of third-party conformity

conformity assessments Policymakers
assessments by expanding the pool of accredited assessors.
This approach would mitigate potential delays that could
obstructthe market entry of innovative Al products (Netguru,
2024). Establishing an ongoing dialogue between regulators
and startups is equally vital. Such engagement would ensure
that the Act evolves in response to the operational realities
faced by smaller enterprises, striking an essential balance
between compliance requirements and the flexibility needed
to sustain innovation (Greenberg Traurig, 2024). By adopting
these strategies, policymakers can cultivate a supportive
ecosystem that not only enables startups to flourish but also
contributes to the advancement of ethical and trustworthy
Al technologies.
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Simplify Compliance Processes -<
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Grants and subsicies
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/ Focused suppart for high-risk Al systems
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Enhanced stertup ecosystem

Expected Quicomes Faster innovation and compliznce
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CONCLUSION

The European Union’s Al Act presents a complex set of
challenges for startups across Europe, balancing the need for
regulatory compliance with the imperative to innovate in an
increasingly competitive market. While the Act is designed
to promote the development of ethical and trustworthy
artificial intelligence, it also places significant demands
on startups, particularly those engaged in creating high-
risk Al systems. These demands manifest as considerable
financial, operational, and strategic pressures. The Al Act
also opens avenues for startups to distinguish themselves
through ethical innovation and adherence to internationally
recognized standards. This duality—facing challenges while
uncovering opportunities—requires a nuanced approach.
To fully harness the potential benefits of the Al Act while
addressing its inherent challenges, future research should
prioritize longitudinal studies that examine how startups
evolve their strategies over time in response to the regulatory
landscape. Case studies that investigate the use of regulatory
sandboxes, which allow for experimentation within a
controlled framework, could offer valuable insights into
enhancing compliance efficiency. Furthermore, examining
the long-term effects of the Act’'s high-risk classification
system on innovation ecosystems can provide policymakers
with essential data to adjust definitions and strike a better
balance between regulatory oversight and technological
advancement. Policymakers should also consider iterative
enhancements to the Act, such as broadening financial
support mechanisms, streamlining compliance processes,
and fostering robust dialogues with stakeholders. By
creating a collaborative regulatory environment, Europe
can empower its startups to emerge as global leaders in
responsible Al development, thereby ensuring sustained
growth, innovation, and competitiveness in the sector.
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