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Medical devices and Al — a well known combination!
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Risks: What interplay issues has industry been facing?

Definition of Key Terms

Risk Classification : :
Interplay issues and lack of legal clarity
Timeline: deterioate buisness confidence and slow
investment in innovation.

« Harmonised standard development (JTC21) already delayed
 Bottlenecks with conformity assesment bodies expected

Requirement missalignments: -

* Risk management integration Well established products with a track record of

» Human oversight in medical context safe and effective use may dissapear from the

market if compliance cost with Al-Act is too
* Clinical Investigations under MDR/AI-Act high.
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Chances: Regulatory Sandboxes to drive innovation

(Regulatory) Sandboxes have been forseen by the Al-Act and could serve a variety of purposes:

« Data Validation: Validate Al-innovations using independent data sets
=« Benchmarking: Compare systems/architectures, evaluate performance
= Exchange and Networking: Provide technical assistance, best-practice learning, seminars, webinars

= Go-to-Market Support: Structured Dialogue (clinical evidence expectations), certificates / approval seals,
technical expertise and assesment support.

= Pathway for Innovation: Exit Reports, pilot approval
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Thank you for your attention.

Contact; boehle@spectaris.de
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