eBECKMN
COULTER

JRGENT: PRODUCT CORRECTIVE ACTION

FC 8500 with CXP Software, Versions 2.0 & 2.1
FC 500 MPL with MXP Software, Versions 2.0 & 2.1
CXP Analysis Software, Versions 2,0 & 2.1

August 28, 2006

Diear Beckman Coulter Customer,

Beckrman Coulter has confirmed two workflow scenarios assoctated with renaming regions which may
privifuce meorrect results,

Scenario Warkflow Affeet to Results
+ A polygon region is created with a vertically re- | The renumed region will
entrant angle such as that shown m Example 1. | generte incorrect statistics

] «  The polvgon i then renamed by using the Region | and the polygon gate will
Properties dialog accessed by right-clicking the exbibi unexpected shading.
sl See Example 1.
s The operator renames 4 region that s not defined | The region name within the
2 as a gate {or example 3 copred regiond by double- | statistics box for the new
chicking on the region name. plot is 0o updated. See

Example 2,

Example 1 The following plot on the left contains a polygon region with a verncally re-entrant angle.
The ploton the nght demonstentes the effect 1o that plot aller the region was renamed by right chicking the
vegaon and selectmg Region Propertics
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Adthough the reglon position and events encompassed by the renamed regon remain unchanged, 1 will

regon. 1t should be noted that these tssues only occur with regions containing vertically re-entrant angles.
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Exarople 20 The followmg plot on the leit contmns a copied regron. The plot on the nght demonstrnes

the effzet 1o that plot after the region was renamed

by double chekmg the region name. Note thad the

rognon name 1 the stabistivs box was sot updated to “Rename B
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Immedaate user preventive action to remedy both ixsues:
»  Alter editing region pames, refresh the prodocal by selectng the View Madify Regrons (from the

Stmaby sy Menu or toothars andd then sedect OK.

o Hoevew all data plots and resalts pror 1o reporting resulls

Please share this mformation with your laboratory stalt and retain thas notfication as part of vow
faboratory Ouality System docunwntation Complete and return the enclosed Responase Form

within vo days 50 we may msntain our records.

Hoson have any questions of eoncerns regarding thes notification, please call Beckman Cadner
Voustomer Service ot LRUGRAZE TR i the United States or Canada. Outside US and Camada,
condact your Jocial Beckman Coulter Representative. We apologize for any meonvenence this

niav cause voar labordators Thank you for your ¢

S etely,

Resubaony Atturs Manager - Corporate

fav o Response Form

ontinued support of Beckman Coulter products



