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To evaluate the real-world performance of an Artificial Intelligence as a Medical Device (AlaMD) in the screening,
triage and assessment of suspicious skin lesions.
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e A prospective, multi-centre clinical performance review of a CE Class Il AlaMD was conducted.

e Patients presenting to primary and secondary care services between December 2023 and November 2025 were
eligible for inclusion.

e Histology outcomes were used as the reference standard for all malignant and pre-malignant lesions. Consistent
with standard of care, dermatologist clinical diagnoses were also used for any non-biopsied benign lesions.

e To avoid verification bias, all lesions included in the study underwent second read review by a dermatologist.
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Conclusion

Real-world post-market surveillance data demonstrate high
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benign lesions and avoid nearly 1 in 4 unnecessary biopsies.
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