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Urgent Field Safety Notice:
Atellica® UAS 800 Urine Sediment Analyzer / Atellica® 1500 Automated Urinalysis System
Misidentification of Sample IDs

To whom it may concern,

Our records indicate that your facility may have received the following product:

Table 1. Affected Products

. . Unique Device
Siemens Material

Product Description Number (SMN) Identification Software Version
(UDI-DI)
Atellica UAS 800 Urine Sediment
Analyzer ;
11065004 00630414001357 All versions up to and

including v4.0.400
Atellica 1500 Automated

Urinalysis System

Reason for Urgent Field Safety Notice

The purpose of this communication is to inform you of a potential issue with the product indicated in Table 1
above and provide instructions on actions that your facility must take.

Siemens Healthcare Diagnostics Inc. has confirmed an issue that has the potential to misidentify samples when
ALL the following specific conditions are met

e the cuvettes run out after the start of or in the middle of sample analysis, AND

e the user presses the “Continue” button within 3 seconds of the button enabling to reinitiate analysis after
cuvette replacement, AND

e the barcode reader does not detect a barcode (either due to a non-existent or poor quality barcode).

When all three of these conditions are met, the instrument assigns the next two consecutive tubes the same
Sample ID and shifts the Sample IDs for the remaining tubes in that run. The misidentified sample ID may
potentially lead to the display of incorrect patient results. The issue can also occur while running Quality Controls
(QC) if cuvettes are depleted during a QC run.

This is due to a software issue that prematurely enables the “Continue” button, disrupting the homing of the
sample rack.
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Risk to Health

The Atellica UAS 800 software versions up to and including v4.0.400 were confirmed to display incorrect results
without alerting the user when testing patient samples. This could lead to incorrect

or delayed diagnosis. This issue can also occur during QC; however, it would be obvious to the user and require
repeat QC analysis.

Mitigations include that several conditions need to be met for the issues to occur, deviation from historical
results, and discordance from the clinical presentation of the patient. Additionally, when analyte abnormalities
are identified, especially those discordant from presentation, confirmatory testing is often completed prior to
acute management.

Actions to be Taken by the Customer
e Please review this letter with your Medical Director.

e To avoid this issue, please perform the following:

o Ensure an adequate number of cuvettes are installed prior to initiating analysis.

o Wait to press the “Continue” button for at least 3 seconds after the sample rack homes into
position, or when the barcode reader is no longer illuminated.

o Use sample tubes with good quality barcodes, as this will automatically register the presence
of a tube without the system having to wait 3 seconds before it assigns an ID.

e If you are a distributor, please ensure your customers receive this UFSN letter.
e 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.

This issue will be resolved with the release of the next software version on the Atellica UAS 800 analyzer. The
release of the next software version will be announced as soon as it becomes available.

We apologize for the inconvenience this situation may cause. If you have any questions, please contact your
Siemens Healthineers Customer Care Center or your local Siemens Healthineers technical support representative.

Sincerely yours,

Siemens Healthcare Diagnostics GmbH
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