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Food and Drug Branch — Device Recalls

CALIFORNIA DEVICE RECALL INFORMATION SHEET

Heartware Recalls Ventricular Assist Device Battery for Performance Issues

Recall Date Product Description Recalling Firm Recall Reason
6/28/2022 | HeartWare Ventricular Assist Heartware, Inc. Battery performance
Device (HVAD) System Miami Lakes, Florida | issues. Battery elec-
Batteries trical faults render it
Product Number 1650DE unable to power the

controller, unable to
accept charge from
the battery charger,
and/or result in the
battery to appear to
remain charged
while discharging.

%?::: Product Identification Distribution Affected Dates
I GTIN 00763000187767, US Nationwide June 2022 and
Serial Numbers: prior.

BAT941874 - BAT943732

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE

CDPH Food and Drug Branch
MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=194976
www.cdph.ca.gov

