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\ Panel Lot Number
Rapid Neg BP Combo | 2014-12-10, 2015-02-27, 2015-06-23
Panel Type 3

Rapid Neg Urine Combo 2014-11-01, 2015-01-03, 2015-02-14, 2015-03-21, 2015-05-20,
Panel Type 1 2015-06-18, 2015-07-18, 2015-08-11
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Siemens Healthcare Diagnostics, Rapid
Gram Negative Combo Panels - May
Produce Incorrect Results

Recall Class: Class |
Date Recall Initiated: October 17, 2014
Devices:

* Rapid Neg BP Combo Panel Type 3 and Rapid Neg Urine Combo Panel Type 1

Siemens Material
Panel Catalog Number Number (SMN) Lot Number

Rapid Neg BP Combo  B1017-117 10444632 2014-12-10
Panel Type 3 2015-02-27
2015-06-23

Rapid Neg Urine Combo B1017-167 10444652 2014-11-01
Panel Type 1 2015-01-03
2015-02-14
2015-03-21
2015-05-20
2015-06-18
2015-07-18
2015-08-11

» Manufacturing dates: November 1, 2013 — August 11, 2014
e Distribution dates: December 2013 — September 2014

Use: These devices can identify certain gram negative bacteria and measure how these
bacteria (Enterobacteriaceae, Acinetobacter species and Pseudomonas aeruginosa)
respond to antibiotics such as Aztreonam, Cefotaxime, Ceftazidime, and Ceftriaxone in the
laboratory. The results can help health care providers select the correct antibiotic treatment
for a patient.



Recalling Firm:

Siemens Healthcare Diagnostics, Incorporated.
2040 Enterprise Boulevard

West Sacramento, California 95691

Reason for Recall: Incorrect test resuits may occur for the following antibiotics: Aztreonam,
Cefotaxime, Ceftazidime, and Ceftriaxone. The test may report certain bacteria as sensitive
to one of these antibiotics when the bacteria are actually resistant. Using these recalled
devices may cause ineffective patient treatment, and in rare instances may contribute to
death.



