M- ECG Reader — Ha rnaBnyto

DOCUMENTATION - CLINICAL EVIDENCE

Clinical Evidence Pack

B pa6oTe. [1onHbIN NakeT KNMHMYecknx gokasatenbcts (CER, oTuéT
DECIDE-AI Stage 3, ctaTuctnyeckun aHanus, Subgroup fairness
assessment) nyénukyetcs yeped Data Room no NDA. KpaTkui 0630p
KMMHUYECKOW Banugauum OOCTYNeH Ha rMaBHOM CTpaHuLe, cekums
«KnnHnyeckas Banugauusa».

CoaeprkaHue rakera

Clinical Evaluation Report (CER) — cornacHo MDR Annex XIV

DECIDE-AI Stage 3 protocol — npocnektnBHoe nccnegosanue 5 J1M1MY x
1000 naumeHTOB

Statistical analysis plan (SAP) no TRIPOD+AIl + STARD-AI

Subgroup fairness assessment no 7 dimensions (gender, age, BMI,
ethnicity, comorbidities, device manufacturer, signal quality)

Risk Management File no ISO 14971
Post-Market Surveillance Plan (PMS)
Predetermined Change Control Plan (PCCP) no FDA Dec 2024 guidance

CpaBHeHMue ¢ 6eHuUMapkamum CinC Challenge 2020, PhysioNet
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M- ECG Reader — Ha rnaBnyto

STEMI sensitivity > 0,98 (vs ED-pe3naeHTbl 76 %)

AFib sensitivity > 0,95 (vs GP 80%)

Long QT sensitivity > 0,99 (vs o6wasa meguumHa 25-40%)
Macro F1Ha 27 SNOMED-CT knaccax > 0,65

Subgroup fairness — max gap < 0,05

[Toayunrs evidence pack

3anpoc yepes legal@ecg-reader.com ¢ nognucaHHbiM NDA. Joctyn k Data Room —
nocne verification.
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