Supplementary Figure S1: Analytical universe and supporting-context evidence
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S1 supporting data are descriptive. D, Distributor report; M, Manufacturer report; P, Voluntary report; U, User Facility report. Exact normalized labels are not
corporate/model families; patient problems are co-reported and do not establish device causation.



Supplementary Figure S2: Extended robustness and comparator evidence
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S2 shows individual frozen LOCO scenarios, complete pooled comparator composition metrics and numeric six-domain values. Row labels are shown as target product code
| most influential removed comparator product code. LOCO recomputes union-based comparator denominators after removing one frozen comparator code; unavailable
scenarios remain NA and are not failures.
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Supplementary Figure S3: FDA recall as regulatory context, not validation
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High-concordant two-period pair-events are shown. Recall linkage is deterministic and algorithmic, not event-by-event manually adjudicated. Events are regulatory
context rather than a gold standard; temporal ordering does not demonstrate prediction or a predictive interpretation.



