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Food and Drug Branch — Device Recalls

CALIFORNIA DEVICE RECALL INFORMATION SHEET

Abbott Recalls The Readers Used With The FreeStyle Libre, FreeStyle Libre 14 day, and
FreeStyle Libre 2 Flash Glucose Monitoring Systems for Risk of Extreme Heat and Fire

Recall Date Product Description Recalling Firm Recall Reason
4/06/2023 | FreeStyle Libre Flash Glucose | Abbott Abbott is recalling
Monitoring System, FreeStyle Abbott Park, lllinois | the FreeStyle Libre,
Libre 14 day Flash Glucose Mo- Libre 14 day, and
nitoring System, FreeStyle Libre Libre 2 Flash Glu-
2 Flash Glucose Monitoring cose Management
System Systems because

the systems' reader
devices, which use
rechargeable lithium-
ion batteries, may
get extremely hot,
spark, or catch on
fire if not properly
stored, charged, or
used with its Abbott
provided USB cable
and power adapter.

Recall

Class Product Identification Distribution Affected Dates
I all Reader serial numbers 4,210,785 Units November 2017 —
Nationwide February 2023

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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https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.fda.gov/medical-devices/medical-device-recalls/abbott-recalls-readers-used-freestyle-libre-freestyle-libre-14-day-and-freestyle-libre-2-flash
http://www.cdph.ca.gov/

