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English Summary

DECIDE-AI used a two-round modified Delphi process involving 151 experts from 18 countries and 20 stakeholder groups to develop
minimum reporting recommendations for early-stage live clinical evaluation of Al decision-support systems. The final guideline contains 17
Al-specific items with 28 subitems and 10 generic items. It makes system version, inputs, user training, workflow integration, human-Al
agreement, errors, indirect harm, learning curves, and modifications visible.

Reporting completeness is not proof of methodological quality, safety, effectiveness, or equity. UK participants comprised 52% of the panel,
only five of 151 participants were patient representatives, and no allied health professional was in the 16-member consensus group. Two
health-economic items were removed, while trust and interpretability were excluded because accepted measures were lacking. This
commentary proposes separating reporting, measurement, decision thresholds, and stopping or remedy procedures in ETIC 2.0.

Keywords: DECIDE-AI, clinical artificial intelligence, reporting guideline, Delphi consensus, human factors, patient involvement, Al
governance, ETIC 2.0
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