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In accordance with the National Center for medical | | 5 ead) e bl Sodl asen e 1)
devices reporting efforts in investigating medical | - 1c v ; cilgn 5 JSUie oaaili 3 Glal) Cilatial
devices adverse events and recalls, including | ..+, oy oy Le el 8 Lay T;*\.L.S\ a\;:mll 5 53l
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national center for medical devices reporting
received a recall from LifeScan establishment
concerning One Touch Sure Step test strip (sce
appendix.1).
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Nature of the problem: 1418l dapha

The OneTouch SureStep devices are designed to | gl i cUacy (OneTouch SureStip) el Creda
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Some lots of OneTouch Test Strips may provide
lower test results when a patient’s blood glucose
value is greater than 500 mg/dL (27.8 mmol/L).
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The meters are designed to display ‘High” or “HI” | <y sl "Hi" "l Al aad ulal) avenal o 8l
when the meter glucose result is above 500 mg/dL | v+ ¢ Jlef adll 8 568 glall daus 585 Laie iUl
(outside of the labeled dynamic range), it has been | i a4 7 sawsally 41 aanadl Gaill 7 ja) a8 + ) /aake
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High and instead provided a faulty numerical | 5 (OneTouch SureStep) sJeal (i ol (s s
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This issue may contribute to lower blood glucose
results at high blood glucose values, which can lead
to a patient being undertreated for hyperglycemia.
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Recommendations.

SFDA recommend Hospitals and
Healthcare Professional Customers with
the following :

Assure getting OneTouch SureStep strips
related information details from LifeScan
representative in the kingdom Banaga
medical equipmet company , in addition
getting instructions on how to continue to
use the product safely and effectively.

Instruct all medical staff to confirm via an
alternate means or a lab test any meter result
in excess of 400 mg/dL. If the ability to
confirm results is not readily available, the
recommendation will be to guide preliminary
treatment by conducting a clinical
assessment of the patient.

Adjust their “Critical High” protocol
threshold to no more than 400 mg/dL.

Do not dispense any SureStep test strips to
the patients to be use at home.

This Safeguard notification has been
circulated to all hospitals and healthcare
providers in Saudi Arabia.
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Product Description: Seall Caag
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escription: . .
. . SureStep Hospital Strip 50 e
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