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Postmarketing studies using medical device registries: reporting adverse events
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The objective of this study was to evaluate the timing of postprocedural
adverse event occurrences among cases undergoing medical device insertion using device registries,
inforder to build real-world evidence for registry based data collection that assessed device
safety.

For transcatheter aortic valve replacement, 92% of device related and 57% of overall severe adverse
events occurring within 1 year after the procedure had occurred during the first 30 days. The
finding supported the importance of the first 30 days post procedure in medical device safety
monitoring. Review of previous published literature on post procedure adverse events for 3 other
newly introduced devices revealed that while the importance of the first 30 days had been repeatedly
shown, especially for device related events, variation in its strength also suggested that
assessment is required for each new device registry during its initiation phase.
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Device Population Adverse event type % occurring within 30 daysor 1
month among those with long term
follow-up

Bioabsorbable French national scaffold thrombosis or Approx. 60-70% among 33

vascular registry, 2072 patients  revascularization observed

scaffold®

Bioabsorbable Polish single center scaffold thrombosis 83% (10 out of 12 observed)

vascular registry, 456 patients

scaffold®

Bioabsorbable GHOST-EU registry Cardiac death, Ml, 50% (2.2% of 4.4% at 6 month)

vascular from 10 European reintervention / scaffold 1 71% (1.5% or 2.1% at 6 month)

scaffold® centers, 1189 patients  thrombosis

Flow diverter®

Flow diverter®

Transcatheter MV

repair®

Transcatheter MV

repair®

IntrePED registry from
17 centers, 793 patients
ASPIRe registry from
28 international

centers, 191 patients
STSACCTVT
registry, 1867 CMS
linked patients

TRAMI registry, 749
patients

Neurologic morbidity /
neurologic mortality
Neurologic morbidity /

neurologic mortality

Heart failure hospitalization /
MV surgery / death

Mortality / additional MV
surgery / additional MV

procedure

74% (44 out of 59)
/ 70% (21 out of 30)
92% (12 out of 13)
/ 66% (2 out of 3)

23.3% among 254 overall

/ 90% among 10 overall

/ 20.2% among 336 overall
22.3% (34 out of 152 overall)
/ 60% (6 out of 10 overall)

1 21.7% (5 out of 23 overall)
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