Medical Device Recalls (2015-Apr 2019)
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2015 2016 2017 2018 2019 Device Device Name Device  Top Reason for Recall
mClass| ®Classll mClass Code Class
CBK Ventilator, continuous, facility use 2 Device Design
Class| Situation in which there is a reasonable _ ' . _
probability that the use of, or exposure to, DSQ Ventricular (assist) bypass 3 Device Design
a violative product will cause serious MK]J Automated external defibrillator 3 Device Design
adverse health consequences or death.
DQY Catheter, percutaneous 2 Process Control
Class Il Situation in which use of, or exposure to,
a violative product may cause temporary : BSZ Gas machine, anesthesia 2 Nonconforming
or medically reversible adverse health DSP System, balloon, intra-aortic control 2 Device Design
consequences or where the probability of
serious adverse health consequences is m Cardiovascular ® Anesthesiology DYB Introducer, catheter 2 Nonconforming
remote. i
" Ge.nera.l Hospital " Hematology DQO Catheter, intravascular, diagnostic 2 Component Design
. . . ® Microbiology m All Others
Class Il situation in which use of, or exposure to, a
violative product is not likely to cause Notes:
adverse health consequences. 1. Numbersabove the bars represent distinct count of recall events for each year. 2019 data through April only.

2. Percentvalues based on total recall events (2015 — Apr 2019 total = 4649; Filtered for Device classes 1, 2, 3 only).
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