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To all customers of the ZEUS IE
anesthesia workstation

May 2014

Important Safety Notice!!!

ZEUS IE with integrated patient monitoring ,
software version 1.03

Dear Madam/Sir,

Within the framework of our international market surveillance activities, we have become
aware of an incident in which no SpO,-low alarm was given despite a SpO, value measured
below the SpO,-low alarm threshold. There was no injury reported.

During the course of the investigation a software error was discovered.

The integrated Patient monitoring system of the Zeus /E is designed to generate an audible
and visual alarm, when the measured value falls below the alarm threshold set for the SpO,
low alarm by the clinician. If the measured value continues to fall, the device is designed to
continue to generate a SpO, low alarm. But if the measured value drops below the SpO;
low alarm threshold by more than 10 percent, the audible and visual alarm forSpO, low will
stop. If the value measured rises again, the alarm will be generated again as soon as the
measured value is ten percent or less below the SpO,-low alarm threshold.

During the reported situation, the patient’s actual SpO, values were more than 10 percent
below the set SpO, threshold right from the beginning of the measurements and no SpO;
low alarm was generated. The initial alarm would only be generated if the measured SpO,
value is not more than10 percent below the set SpO, low alarm threshold.

However, all displayed measurements of values and SpO, curves are performing as
designed at any time.
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The situation was corrected in software version 1.04; only devices with software version
1.03 are affected.

Zeus |E workstations without the “integrated patient monitoring” option are not affected,
Your local Drager Service representative or our service partner will contact you to schedule
a time to perform the software update.

Until the software update is implemented, you may continue to use your Zeus /E
workstations. We suggest that you take the following precautionary measures:
e Inform all users within your organization of the potential missing SpO, low alarm;
e Observe continuously the displayed SpO, measurements and curves in case of
falling SpO, values measured particularly following a SpO, low alarm; and
o if possible consider different parameters for evaluation of the patient status.

Drager is committed to customer satisfaction and patient safety. We apologize for any
inconvenience this action may cause and appreciate your patience and cooperation. The
competent authorities have been notified of this action

If you have any further questions, please contact your local Drager representative.
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