Oregon DHS: Office of Licensing and Regulatory Oversight

Adult Foster Home Provider Aleri

Policy updates, rule clarifications and announcements

Date: May 20, 2013

Topic: Recall of FreeStyle InsuLinx Blood Glucose Meters

Provider: APD (Older Adults and Adults with Physical Disabilities)
DD (Developmental Disabilities)

Abbott Diabetes Care initiated a recall of the FreeStyle InsuLinx Blood Glucose
Meter. This is an over-the-counter single-use device intended to be used by a
person outside of a health care facility as an aid to monitor the effectiveness of
diabetes control measures related to blood glucose levels. All FreeStyle InsuLinx
Blood Glucose Meters are being recalled and were distributed from April 18,
2012 through April 1, 2013.

According to the FDA this recall was issued because:

At extremely high blood glucose levels of 1024 mg/dL and above, the
FreeStyle InsuLinx Meter will display and store in memory an incorrect test
result that is 1024 mg/dL below the measured result. Blood glucose levels
at 1024 mg/dL and above are very rare. However, if high blood glucose
level of 1024 mg/dL and above occur, they are a serious health risk that
requires immediate medical attention.

Consumers using the FreeStyle InsuLinx Meter should immediately take one of
the following actions to address this issue:

e Access a software update to install on your meter to resolve the issue at:
www.freestyleinsulinx.com/swupdate. The software update will allow you
to maintain settings and historical data on your meter.

e Contact Abbott Diabetes Care Customer Service at 1-866-723-2697 to
expedite return and replacement of your FreeStyle InsuLinx Meter at no
charge. Replacements are available and Abbott will send a meter to you
immediately upon request.
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