@BECKMAN

COULTER
April 05, 2016
IMPORTANT PRODUCT NOTICE
PRODUCT REF SOFTWARE
VERSION
UniCel DxH 800 Coulter Cellular 2.0.0.0 and greater

Analysis System

629029, B24465, B24802, B68304

Cellular Analysis System

UmCeI_DxH 600 Coulter Cellular B23858 1.0.0.0 and greater
Analysis System
UniCel DxH Slidemaker Stainer Coulter 775999 1.5.0.0 and greater

Dear Beckman Coulter Customer,

Beckman Coulter is sending you this letter because of possible alarm notification failures for the DxH
800, DxH 600, and DxH Slidemaker Stainer instruments. Test values are not affected.

ISSUE The DxH 800, DxH 600, and DxH Slidemaker Stainer may fail to notify the user of
warnings or error conditions for low or depleted reagent conditions, Daily Checks
failures, LIS disconnection, and Printer failures at:

e The Alert Status icon(s) on the System Manager
e The audible alarm at the System Manager
e The instrument beacon on the Specimen Processing Module or Slidemaker
Stainer
The failure may occur when the System Manager application is restarted or
powered OFF/ON.

IMPACT When the failure occurs:

e The user may not notice the need to change reagents before depletion.

e Instrument operation will continue.

¢ Information about reagent levels shown on the Supplies screen, results on
the Daily Checks screen, and the status of the LIS connection and Printer
on the System Status screen are correct.

ACTION e Monitor the reagent levels and status on the reagent Supplies screen. The
‘Cycles Remaining’ field is located at the bottom of the screen, above the
local navigation buttons. The field will be highlighted yellow (warning) or
red (error) when a reagent is low or depleted.

e Monitor the status of the LIS and/or Printer using their graphics on the
System Status screen. Red, gray, or black status spheres within a graphic
indicate possible concerns.

RESOLUTION | This software defect will be corrected in a future software release.
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Share this information with your laboratory staff and retain this notice as part of your laboratory Quality
System documentation. If you have forwarded the affected product to another laboratory, please provide
them with a copy of this letter.

Complete and return the enclosed response form within 10 days so that we are assured you have received
this important communication.

If you have any questions regarding this notice, contact our Customer Support Center:
e Via our website, http://www.beckmancoulter.com/customersupport/support
e Via phone call 800-526-7694 in the United States and Canada
e Outside the United States and Canada, contact your local Beckman Coulter Representative

We apologize for the inconvenience to your laboratory.

Sincerel

Vice President, Quality Assurance and Regulatory Affairs
Encl: Response Form
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