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Introduction

In the rapidly advancing field of Artificial Intelligence (“Al”), the implementation of post-market
monitoring has emerged as a pivotal aspect of ensuring the safety, reliability, and compliance of Al
systems throughout their lifecycle. This process is crucial for identifying and mitigating risks that may
not have been apparent during the initial development and deployment stages.
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Recognizing the importance of this ongoing oversight, the European Union has taken a proactive stance
with the introduction of the European Union (“EU”) Al Act (the “EU Al Act”). The Act mandates a
comprehensive framework for the continuous monitoring of high-risk Al systems, setting a precedent
for responsible Al governance on a global scale.

The EU Al Act specifically requires providers of high-risk Al systems to establish and document a post-
market monitoring system that is proportionate to the nature of the Al technologies and the risks
associated with the high-risk Al system. This system must actively and systematically collect, document,
and analyse relevant data on the performance of these systems throughout their lifetime. This ensures
that the Al systems remain compliant with the Act's stringent requirements, thereby safeguarding public
safety and fundamental rights. Through these measures, the EU Al Act aims to foster an environment
where Al technologies can thrive, underpinned by trust and safety.

The EU Al Act and Post-Market Monitoring

The EU Al Act marks a significant step forward in the regulation of Al technologies, with a particular
focus on post-market monitoring. This legislation aims to ensure that Al systems, especially those
classified as high-risk, are safe, transparent, and operate within ethical boundaries throughout their
lifecycle. The EU Al Act mandates a proactive approach to monitoring, requiring that providers of high-
risk Al systems not only assess and mitigate risks prior to deployment but also continuously monitor
these systems once they are in operation.

Providers are obligated to establish and document a post-market monitoring system that is tailored to
the nature and risks of the Al technologies they deploy. This system must actively and systematically
collect, document, and analyse data on the performance of high-risk Al systems. Such data may come
from deployers or other sources, enabling providers to evaluate ongoing compliance with the Act's
requirements. This includes, where relevant, analysing interactions with other Al systems, ensuring that
the monitoring efforts are comprehensive and effective.

By instituting these requirements, the EU Al Act ensures that high-risk Al systems remain under scrutiny
throughout their operational life, promoting a safer and more reliable Al ecosystem. This continuous
oversight is crucial for adapting to any changes or unforeseen risks that may arise, thereby safeguarding
public safety and maintaining trust in Al technologies.

Data Collection in Post-Market Monitoring

In the realm of Al, the EU Al Act mandates a rigorous post-market monitoring system for high-risk Al
systems, ensuring their safety and compliance throughout their operational life. Providers are required
to establish a system that actively and systematically collects, documents, and analyses data on the
performance of these systems. This comprehensive approach is designed to evaluate the continuous
compliance of Al systems with the Act's stringent requirements.

The types of data to be collected are multifaceted, encompassing information provided by deployers or
gathered from other sources. This data collection is crucial for understanding how high-risk Al systems
perform in real-world scenarios, beyond initial testing phases. It includes, but is not limited to,
operational performance data, user feedback, and any incidents or malfunctions. Importantly, the
monitoring process also involves analysing the interaction of these Al systems with other Al
technologies, where relevant, to identify any emergent risks or unforeseen consequences.
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This structured and proactive approach to data collection in post-market monitoring is key to ensuring
that high-risk Al systems remain aligned with the EU Al Act's objectives. It not only aids in maintaining
high safety and compliance standards but also supports the continuous improvement of Al systems,
enhancing their reliability and trustworthiness in the long term.

Analysing Al System Performance

In the landscape of Al, the EU Al Act mandates a robust framework for post-market monitoring,
emphasizing the systematic documentation and analysis of data to ensure Al systems' continuous
compliance with regulatory requirements. Providers must establish a post-market monitoring system
that actively collects, documents, and analyses data on the performance of high-risk Al systems
throughout their operational life.

This data, which may come from deployers or other sources, is crucial for evaluating whether these Al
systems meet the Act's stringent safety and compliance standards.

Equally important is the analysis of interactions between high-risk Al systems and other Al technologies.
The Act recognizes that the interconnectedness of Al systems can introduce complex dynamics that
might affect performance and compliance. Therefore, understanding these interactions is vital for
identifying emergent risks and ensuring that Al systems can safely coexist and operate within the
broader Al ecosystem. This comprehensive approach to post-market monitoring, including the scrutiny
of Al systems' interplay, underscores the EU's commitment to a safe, transparent, and accountable Al
landscape.

By adhering to these guidelines, providers can not only ensure their Al systems' compliance with the EU
Al Act but also contribute to the ongoing improvement and reliability of Al technologies, fostering trust
and safety in their applications.

The Role of Post-Market Monitoring in Al Safety and Compliance

Post-market monitoring stands as a critical component in the lifecycle of high-risk Al systems, ensuring
their safety and compliance with regulatory standards. As mandated by the EU Al Act, providers are
required to establish a comprehensive post-market monitoring system. This system is designed to
actively and systematically collect, document, and analyse data on the performance of high-risk Al
systems throughout their operational life. Such rigorous monitoring allows providers to continuously
assess and confirm the compliance of Al systems with the Act's requirements, ensuring they adhere to
safety and ethical standards.

The significance of timely and accurate data analysis in this context cannot be overstated. By effectively
analysing performance data, providers can identify and mitigate risks promptly, preventing potential
harm to users and the public. This proactive approach to risk management is essential for maintaining
the trustworthiness of Al technologies and ensuring their safe integration into society. Moreover, the
inclusion of an analysis of interactions with other Al systems where relevant, as stipulated by the Act,
further enhances the ability to detect emergent risks, thereby bolstering the overall safety and reliability
of high-risk Al applications.
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Conclusion

Post-market monitoring emerges as a pivotal mechanism within the framework of the EU Al Act,
ensuring that high-risk Al systems remain safe and effective throughout their lifecycle. This process
mandates providers to actively and systematically gather, document, and analyse data on the
performance of these systems, thereby facilitating continuous compliance with established
requirements.

The Act underscores the necessity for a structured post-market monitoring plan, integrated into the
technical documentation of high-risk Al systems, to adapt and respond to emerging risks efficiently 1.
Moreover, the emphasis on analysing interactions with other Al systems highlights the dynamic and
interconnected nature of modern Al technologies, ensuring that the evolving landscape of Al
applications remains within the bounds of safety and regulatory compliance.

Adherence to the EU Al Act's post-market monitoring requirements is not just a regulatory mandate but
a critical component of responsible Al system provision. It enables providers to identify and rectify
potential issues proactively, ensuring that high-risk Al systems continue to operate as intended,
safeguarding public safety and fundamental rights. In essence, post-market monitoring is indispensable
for maintaining the integrity and reliability of high-risk Al systems, reflecting a commitment to ongoing
improvement and accountability in the rapidly evolving domain of artificial intelligence.
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Glossary
Act or EU Al Act: European Union Artificial Intelligence Act

Al: Artificial Intelligence
Board: European Union Artificial Intelligence Board
EU: European Union

SME: Small and Medium-Sized Enterprise
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Your trusted advisor for EU Al Act Compliance. Unlock the full potential of artificial intelligence while
ensuring compliance with the EU Al Act by partnering with Al & Partners, a leading professional services
firm. We specialize in providing comprehensive and tailored solutions for companies subject to the EU
Al Act, guiding them through the intricacies of regulatory requirements and enabling responsible and
accountable Al practices. At Al & Partners, we understand the challenges and opportunities that the EU
Al Act presents for organizations leveraging Al technologies. Our team of seasoned experts combines
in-depth knowledge of Al systems, regulatory frameworks, and industry specific requirements to deliver
strategic guidance and practical solutions that align with your business objectives.

To find out how we can help you, email contact@ai-and-partners.com or visit https://www.ai-and-

partners.com.
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