eBECKJ"MM Tune 29, 2007
- URGENT: PRODUCT CORRECTIVE ACTION
FC 500 with CXP 2.2 Acquisition Software
FC 500 MPL with MXP 2.1 Acquisition Software

Dear Beckman Coulter Customer,
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S credible results may be genereted if an operator inports cytosertings from another file, after the accurmilation
of dara. and the data being generated is not refreshed or restartéd.

The followng conditions must be i place for this issue to-occur:

i. Duma is first accumulated using ooe set of cytosettings.
2. During acquisition, anofher st of Cytosestings sre imported indo the exixting data set.
3. The Cytometer setup mode.is not activated to refrash the data set nor is a restart of the acquisition

perfoﬂnedbymcuser

Immediate User Preventive Action 16 avoid this issue:
2  Afier importing new listmode eytosettings, restart the acquisition by activating the restart button.

b. Impuort listmode cytosettings only after activating the SETUP opuun in the Cyrometer Control screen
resulting in a refresh of the data.

€. Review ali duta plots and results prior to reporting results.

Please share this information with all iaboratory staff and retain this notification as part of your laboratory

Quafity System dogumentation, Please complete and retum the enclosed response form within 10 days so we

Ay MEintan our records,

If you have uny questions regarting this Product Comective Action, please call Beckmian Caulter Customer
=T Service mi 1-800-526-7694 m the United Siates and Candda. Outside US and Canada, contict your local

Beckmas Coulter Representative.  We apologize for any inconvenience that this may have caused your

labortary Thank you for your continued support of Beckman Coulter products.

Smeercly. '

Regulutory Affairs Manager - Corporate

Eoc: Response Form
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