
NATIONAL PBM COMMUNICATION ·  December 4, 2008

LIFESCAN Issues Voluntary Urgent Medical Device Recall of Two Lots of OneTouch®
SureStep® Test Strips

LIFESCAN announced that it has voluntarily recalled two specific lots of OneTouch® SureStep® Blood Glucose Test Strips.  

These two lots may contain test strips that produce inaccurate blood glucose readings (i.e., low or no blood glucose 
readings).

This is a patient level recall.

The following two lots of OneTouch® SureStep® Blood Glucose Test Strips are affected and being recalled:

Product Description NDC Lot Number

Surestep Test Strips 100/vL 53885005210 2802961

Surestep Test Strips 50/bx 53885035950 2802962

Return all remaining product at the facility/CMOP level with the affected lot numbers to McKesson, NOT as instructed in 
the product recall documents.

Determine whether the affected lot numbers (refer to lot numbers provided above) were dispensed to any patient(s) and if 
so, identify the patient(s) and contact the patient(s) to provide instructions on how to obtain a new supply of test strips and 
return the test strips being recalled. The attached VAMC data may be used as a guide (data may not include direct 
purchases/drop shipments).  CMOP data will be provided separately by a CMOP representative to Pharmacy Chiefs.

Contact patients who may have received the affected product by any appropriate method.  A sample letter can be found at:  
http://vaww.national.cmop.va.gov/PBM/Other%20Documents%20and%20Resources/Recall%20Patient%20Letter%20Temp
late.doc.  This template can be altered according to site-specific needs.

Report any adverse reactions experienced with the use of these products to the VA ADERS program.

Refer to the attached manufacturer notifications for further details regarding this urgent product recall.

ACTIONS:

Facility Director (or physician designee): Forward this document to the Facility Chief of Staff (COS) and report completion of 
actions to the VISN Director.

Facility COS: Forward this document to all appropriate providers who prescribe these devices (e.g., primary care providers,
endocrinologists, and diabetes specialists, including contract providers, etc.).  In addition, forward to the Associate Chief of 
Staff (ACOS) for Research and Development (R&D). Forward to other VA employees as deemed appropriate.  Report 
completion of actions to the Facility Director.

ACOS for R&D: Forward this document to Principal Investigators (PIs) who have authority to practice at the facility and to 
your respective Institutional Review Board (IRB).

VISN Directors: Within 10 business days of receipt (due 12/18/2008), communicate to PBM/VAMedSAFE that all actions 
have been completed via the Feedback tool: http://vaww.national.cmop.va.gov/PBM/visn_drug_recalls_alerts/default.aspx.
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