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Personalised Medicine and
EU Al Act

Turning Compliance into Clinical Advantage



https://www.regulyn.com/home

What the Al Act Means for Requlated
Organisations


https://www.regulyn.com/fi/etusivu

Broad Scope

REGULYN



Key Roles and Risk
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Mapping Al Use Cases

Hidden risks

e R&D Exemption

e Provider Assumption

Personalised Treatment Personalised Dosing
Path
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What Uncertainty Costs

- Technology -

OpenEvidence Withdraws Clinical Al

Platform From UK And Europe Over
Regulatory Uncertainty
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The Need for Regulatory Certainty on Medical Al: Lessons From
the OpenEvidence Geoblocking in the EU and UK Over the EU Al

Act

The Lancet: Regional Health Europe Vol 65
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Turning Compliance Into Advantage
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Clinical Advantages

“Compliance is what
makes a clinical tool
adoptable”

Al that fits the patients’ needs

Human judgement involved

Preparedness for incidents
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Timing is the Difference

“The difference between

Proportionate compliance effort and cost.

compliance as a blocker and

Less delays and duplicated work.

compliance as an advantage is

Lasting partnerships and trust.

timing. *
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Do the Work Once
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Al Act “Scalable compliance
N 2 means finding Synergies

with existing frameworks”
MDR/IVDR GDPR CTR
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Final thoughts

Katri Harjuvetelainen
Enabling Responsible Innovation | Al Governance -
Data Protection - Life Sciences
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