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Siemens Healthcare Diagnostics GmbH, HC CEMEA CEE QT, Siemensstrasse 90, Name M.A. Roland Ertl

1210 Vienna Department HC CEMEA CEE QT
Telephone +43 51707-38274
Mobile +43 (664) 8011738274
E-mail roland.re.ertl@siemens.com
Date Decemver 22" 2017
Document Ref# IMC18-02.A.0US

Urgent Field Safety Notice:

IMMULITE®/IMMULITE® 1000 IMMULITE® 2000/IMMULITE® 2000 XPi Assays
Biotin Interference

Dear Sirs,

Our records indicate that your facility may have received the products listed in Table 1 below.

Table 1. Affected Products-All lots

Catalog . .
Assay Siemens Material Number (SMN)
Number
3gAllergy™ Specific IgE Universal Kit L2KUNG6 10380875
IMMULITE 2000/IMMULITE 2000 XPi L2KUNJ6 10711939
Anti HBc
L2KHC2 10381311
IMMULITE 2000/IMMULITE 2000 XPi
BR-MA (CA15-3)
LKBR1 10380948
IMMULITE/IMMULITE 1000
BR-MA (CA15-3)
L2KBR2 10380983
IMMULITE 2000/IMMULITE 2000 XPi
CEA
LKCE1 10380945
IMMULITE/IMMULITE 1000
CEA L2KCE2 10380994
IMMULITE 2000/IMMULITE 2000 XPi L2KCE6 10380995
CK-MB
LKMB1 10381016
IMMULITE/IMMULITE 1000
CK-MB
L2KMB2 10381033
IMMULITE 2000/IMMULITE 2000 XPi
EPO
LKEPN1 10487627
IMMULITE/IMMULITE 1000
EPO 10487628
L2KEPN2 L2KEPN6
IMMULITE 2000/IMMULITE 2000 XPi 10487629
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Catalog . .
Assay Siemens Material Number (SMN)
Number
Folic Acid L2KFO2 10380911
IMMULITE 2000/IMMULITE 2000 XPi L2KFO6 10380912
Gastrin
LKGA1 10380962
IMMULITE/IMMULITE 1000
Gastrin
L2KGA2 10380979
IMMULITE 2000/IMMULITE 2000 XPi
OM-MA (CA125)
LKOP1 10380969
IMMULITE/IMMULITE 1000
OM-MA (CA125)
L2KOP2 10380972
IMMULITE 2000/IMMULITE 2000 XPi
Thyroglobulin
LKTY1 10381644
IMMULITE/IMMULITE 1000
Thyroglobulin
. L2KTY2 10381648
IMMULITE 2000/IMMULITE 2000 XPi
Vitamin B12
LKVB1 10380900
IMMULITE/IMMULITE 1000

Reason for Correction

Siemens Healthcare Diagnostics has confirmed through internal investigation that the IMMULITE /IMMULITE®
1OOO/IMMULITE® 2000/IMMULITE® 2000 XPi assays listed in Table 1 are susceptible to Biotin interference. This occurs when
biotin present in patient samples interferes with the biotin-streptavidin assay architecture on the IMMULITE platform. Biotin
interference has the potential to bias analytical results on the assays listed above. The Instructions for Use (IFU) currently do
not list biotin as a potential interferant.

Concentrations of biotin above the concentration listed in Table 2 can potentially result in interference greater than 10%,
leading to either falsely elevated or falsely depressed results.

CEA, Folic Acid, OM-MA (CA125) and Vitamin B12 exhibited falsely elevated results with biotin concentrations above those
listed in Table 2.

3gAllergy Specific IgE, Anti HBc, BR-MA (CA15-3), CK-MB, EPO, Gastrin and Thyroglobulin exhibited falsely depressed results
with biotin concentrations above those listed in Table 2.
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Table 2. Biotin concentration at which less than or equal to 10% bias was observed

Catalog Siemens Material L. .
Biotin Concentration
Assay Number Number «
ng/mL [nmol/L]
(SMN)
3gAllergy™ Specific IgE Universal Kit L2KUN6 10380875 5 [20]
IMMULITE 2000/IMMULITE 2000 XPi L2KUNJ6 10711939
Anti HBc
L2KHC2 10381311 5[20]
IMMULITE 2000/IMMULITE 2000 XPi
BR-MA (CA15-3
( ) LKBR1 10380948 100 [409]
IMMULITE/IMMULITE 1000
BR-MA (CA15-3
( ) ) L2KBR2 10380983 100 [409]
IMMULITE 2000/IMMULITE 2000 XPi
CEA
LKCE1 10380945 9[37]
IMMULITE/IMMULITE 1000
CEA L2KCE2 10380994 28]
IMMULITE 2000/IMMULITE 2000 XPi L2KCE6 10380995
CK-MB
LKMB1 10381016 28]
IMMULITE/IMMULITE 1000
CK-MB
L2KMB2 10381033 5[20]
IMMULITE 2000/IMMULITE 2000 XPi
EPO
LKEPN1 10487627 5[20]
IMMULITE/IMMULITE 1000
EPO L2KEPN2 10487628 2(8]
IMMULITE 2000/IMMULITE 2000 XPi L2KEPN6 10487629
Folic Acid L2KFO2 10380911 500 [2047]
IMMULITE 2000/IMMULITE 2000 XPi L2KFO6 10380912
Gastrin
LKGA1 10380962 2 (8]
IMMULITE/IMMULITE 1000
Gastrin
L2KGA2 10380979 2[8]
IMMULITE 2000/IMMULITE 2000 XPi
OM-MA (CA125
( ) LKOP1 10380969 21[8]
IMMULITE/IMMULITE 1000
OM-MA (CA125
( ) ) L2KOP2 10380972 5[20]
IMMULITE 2000/IMMULITE 2000 XPi
Thyroglobulin
yrog LKTY1 10381644 5 [20]
IMMULITE/IMMULITE 1000
Thyroglobulin
yrog L2KTY2 10381648 5[20]
IMMULITE 2000/IMMULITE 2000 XPi
Vitamin B12 LKVB1 10380900 250 [1023]
IMMULITE/IMMULITE 1000

* Concentrations of biotin above the concentration listed can potentially result in interference greater than 10%.
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Risk to Health

The probability of misinterpretation of results for the above assays due to this issue is remote. Mitigations
include correlation to clinical history and presentation as well as to other diagnostic laboratory testing, serial
testing, and/or concomitant imaging studies depending on the analyte. Siemens is not recommending a lookback
as a result of this issue.

Actions to be Taken by the Customer

e Please refer to the information provided in Table 2 until the appropriate IFU updates regarding biotin
interference are completed.

e Review this letter with your Medical Director.
e Complete and return the Field Correction Effectiveness Check Form attached to this letter within 30 days.

e If you have received any complaints of illness or adverse events associated with the products listed in
Table 1, immediately contact your local Siemens Customer Care Center or your local Siemens Technical
Support Representative.

Please retain this letter with your laboratory records, and forward this letter to those who may have received this
product.

We apologize for the inconvenience this situation may cause. If you have any questions, please contact your
Siemens Customer Care Center or your local Siemens Technical Support Representative.

Sincerely yours,

Siemens Healthcare Diagnostics GmbH

/ "Wé-' [T Sl

i.V. Dipl. Ing. Franz Schwarz i.A. Martina Sattler, MSc., MSc.
Head of RAQS Austria & SEE Product Manager Austria & SEE
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