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Innovation in the MedTech industry is driven by a broad ecosystem of actors and motivations. Its primary purpose remains
the continuous improvement of the performance and clinical value of new or existing medical devices in response to the
needs of clinicians and healthcare organizations. However, clinical demand is only one part of the equation. Market also
play an important role, as MedTech is fundamentally an industry with strong commercial dynamics. Furthermore, ongoing
digital transformation influences every sector of the economy, including MedTech, accelerating the development of
interconnected, software-driven, and data-intensive technologies.

In practice, innovation cycles do not always progress in sync with existing norms, and the current state of the art. New
technologies may emerge for which standards are outdated, incomplete, or entirely absent. This situation is particularly
evident in rapidly evolving domains such as robotics, the Internet of Things, and artificial intelligence (Al). Legislators,
manufacturers, notified bodies, and end users face a difficult challenge: assessing the benefits of adopting a novel
technology while managing the uncertainties associated with insufficiently understood or unknown risks.

This paper aim at addressing these aspects of innovation and focuses on the specific challenges that arise when
approving medical devices including technologies that are not yet fully mature from the perspective of safety, reliability,

and risk management.
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