SIEMENS

Urgent Field Safety Notice
PH-17-018.A.0US

October 2017
BCS® BCS® XP System
Prolonged results with BC Thrombin Reagent kit lots 46751 and 47184
Dear valued customer,
Our records indicate that your facility may have received the following product:
Table 1. Affected Product(s)
Siemens Expiration Manufacturing
Catalog Material Date Date
Assay Number Mutibar Lot Number
(SMN)
BC Thrombin 1 51yNa11 10446636 46751 2018-09-08 2016-11-01
Reagent
BC Thrombin
Reagent OWNA11 10446636 47184 2019-02-21 2017-03-20

Reason for Field Safety Correction

Siemens Healthcare Diagnostics has confirmed that the BC Thrombin Reagent kit lots 46751
(contains Thrombin Reagent lot 517468) and kit lot 47184 (contains Thrombin Reagent lot
517469) produce unexpected prolonged Thrombin Time (TT) results for expected normal
samples, and may recover above the upper limit of normal (< 21 sec.) as stated within the IFU
(Instruction For Use).

Risk to Health

The reference range is shifted to an approximately 20 % prolonged TT. If the reference range is
not adjusted for the current affected lot, this may lead to a higher number of resolution testing in
the case of slightly prolonged TT. There is a potential for misinterpreting unexpected prolonged
results as UF heparin contamination and some other thrombin inhibitors. This is assessed as
being of negligible health risk (NHR).

Previously, TT was used for lysis monitoring (streptokinase) and (practically in combination) with
UF heparin. A similar situation needs to be addressed if TT or diluted TT is used for Thrombin
inhibitors assessment (e.g. dabigatran). Both of these rarely used indications are rated at low
health risk (LHR).

A look-back is not recommended as hemostatic parameters vary over time and results at the
time point of look-back measurement may not reflect the current patient status.
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Actions to be Taken by the Customer

As stated in the Reference Guide (Application Sheet for Thrombin Time with BC Thrombin),
reference intervals vary from laboratory to laboratory depending on the population, the
technique and reagent lot. Therefore, each laboratory must establish its own reference intervals
or verify them whenever one or more of the aforementioned variables are changed.

For the use of BC Thrombin Reagent as a screening assay for thrombin inhibition, please be
aware that the affected lots react more sensitive with approximately 20% prolonged/elevated TT
results. This will lead to an increased rate of results above the reference range if not adjusted.
Therefore an adjustment of your laboratory specific reference ranges is reemphasized when
changing to a new reagent lot, as per Application Sheet for Thrombin Time with BC Thrombin.

If you use one of the affected BC Thrombin kit lots for monitoring fibrinolytic therapy and/or
heparin _and thrombin inhibitor levels, please readjust the therapeutic ranges or
recommendations accordingly. We would like to inform you that TT exhibits a non-linear, but
hyperbolic dose-response relationship. Please contact your local Siemens support, if you need
support for these special applications.

Please review this letter with your Medical Director.

Complete and return the Field Correction Effectiveness Check Form attached to this letter within
30 days.

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.

We would like to emphasize that Siemens is working on the TT assay to enhance the
standardization and commutability of the released lots to provide you with a higher lot-to-lot
consistency in the near future.

BCS is a trademark of Siemens Healthcare Diagnostics.
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FIELD CORRECTION EFFECTIVENESS CHECK

BCS/ BCS XP System
Prolonged results with BC Thrombin Reagent Kit lots 46751 and 47184

This response form is to confirm receipt of the enclosed Siemens Healthcare Diagnostics
Urgent Field Safety Notice letter PH-17-018.A.0US dated October 2017 regarding ‘BCS/ BCS
XP System - Prolonged results with BC Thrombin Reagent kit lots 48751 and 47184’
Please read each question and indicate the appropriate answer.

Fax this completed form to Siemens Healthcare Diagnostics at the fax number provided at the
bottom of this page.

1. 1 have read and understood the Urgent Field Safety Notice Yes [ No O
instructions provided in this letter.

Name of person compfeting questionnaire:

Title:

Institution: Instrument Serial Number:
Street:

City: State:

Phone: Country:

Customer Sold To #: Customer Ship To #:

To fax this completed form please send it to the Customer Care Center at (#HH#) #HHE-#HEHE or
please send a scanned copy of the completed form via email to xxxx. If you have any questions,
contact your local Siemens technical support representative.
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