California Medical Device Y&
Recall Information

Recall Name

Abbott Diabetes Care Recalls FreeStyle Insulinx Blood Glucose Meters
Due to Incorrect Test Results

Recall Date Product Description Recalling Firm Recall Reason
04/15/13 FreeStyle Insulinx Blood Abbott Diabetes At extremely high
Glucose Meters are usedto | Care blood glucose levels
measure, log, and generate | Alameda, CA (1024 mg/dL and
reports of insulin and blood above), the meter
glucose test results. will report an

incorrect test result.

Recall Class Product Identification Distribution Affected Dates
TBD All units manufactured from CA, nationwide Distributed between
product launch through April April 18, 2012 and
1, 2013. April 1, 2013.

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/Safety/Recalls/lucm348391.htm?source=govdelivery



http://www.fda.gov/Safety/Recalls/ucm348391.htm?source=govdelivery

