

May 5, 2003


Item:  
ACCU-CHEK® Comfort Curve® and ACCU-CHEK® Advantage® test strips manufactured by Roche Diagnostics Corporation, may be stored in vials with defects.
General

Information: 
Roche Diagnostics Corporation issued an urgent product correction letter to Pharmacists, Laboratory Managers and Health Care Providers, notifying them of potential defects in the vials containing glucose test strips. The bottom of the vial may be cracked which may cause inaccurate blood glucose results due to changes in humidity. This product correction refers to all lots currently available of the ACCU-CHEK® Comfort Curve® test strips, part numbers 2030420, 2030365, 2030373, 2030381, 3000133, 3000141 and the ACCU-CHEK® Advantage® test strips, part numbers 336, 553, 787, and 966. The FDA has classified this action as a “recall with field correction” that means non-defective vials are not recalled. http://www.accu-chek.com/products/main.cfm?pid=3032
Action:
1. For inpatient and clinic areas: Within the next 72 hours, inspect the inventory and check the bottom of any unused or currently in-use vials for cracks. Make sure that the lot specific code key inside each strip box is kept associated with the correct vial as you conduct this inspection. Also, as a standard practice, inspect each vial for cracks before each use (see picture below). If you find cracked vials, do not use the strips and call 1-800-440-3638 to arrange for a replacement product.
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2. Patients at home: The Pharmacy Benefits Management (PBM) is notifying outpatients. 
Source:
VISN 1, VISN 21 and Roche Diagnostics

Contact:
Roche Diagnostics at: 
800-440-3638 for Hospitals and Clinics

800-858-8072 for Patients at home
VA National Center for Patient Safety, Mary Burkhardt or 

Bryanne Patail at:

734-930-5890
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