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The European Union (EV) is rapidly introducing a series of regulatory frameworks to strengthen digital trust, security, and
accountability including the Artificial Intelligence Act, NIS2 Directive, Medical Device Regulation (MDR), In Vitro Diagnostic
Regulation (IVDR), Cybersecurity Act, Data Act, General Data Protection Regulation (GDPR), Data Governance Act (DGA),
Digital Services Act (DSA), Digital Markets Act (DMA), and the forthcoming Cyber Resilience Act (CRA) and standards such
as ISO/IEC 27001 and ISO/IEC 42001. These regulations collectively aim to create a secure, resilient and trustworthy digital
ecosystem. However, as these regulations have evolved simultaneously and often in isolation, creating fragmented
compliance framework and making it difficult to maintain consistent regulatory alignment. This paper investigates

the risks and challenges associated with increasing number of regulations, overlapping governance obligations,
duplicative conformity assessments, inconsistent data protection and cybersecurity provisions, increased administrative
complexity and other operational challenges. These challenges collectively increase the risk of non-compliance and may
hinder innovation and the practical implementation of emerging technologies. This paper also identifies potential
solutions to improve alignment and reduce duplication of efforts. The findings of this paper can help to support
policymakers, regulators, industry leaders, and compliance professionals to enhance both regulatory efficiency and
technological innovation.
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