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June 16, 2006

Dr. Morgan Wallace

DuPont Qualicon

ESL Building 400

PO Box 80400

Route 141 & Henry Clay Road
Wilmington, Delaware 19880-0400

RE: Approval of a Level 2 Modification of the BAX® System PCR Assay for Screening Listeria genus
using the BAX® Q7 Instrument.

Dear Dr. Wallace:

Congratulations! The Level 2 Modification of the BAX® System PCR Assay for Screening Listeria genus
using the BAX® Q7 Instrument has been approved for Performance Tested Methods™ status. This
modification validates the use of the BAX® Q7 instrument in addition to the originally validated BAX®
instrument for use with the BAX® System PCR Assay for Screening Listeria genus. The data from this
evaluation demonstrated equivalent performance of the newly modified method with the performance of the
USDA cultural method. This kit is assigned certification license number 030502.

Kind regards,

Maria Nelson

Technical Consultant
AOAC Research Institute
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