BAX® System Detection: Acting on Positive Results
Major advantages for genetics-based detection methods are speed and sensitivity. The BAX®
System provides results within 13-48 hours of sampling, compared to 3-5 days for standard culture
methods. Further, since it does not rely on bacterial appearance or behavior, nor is it distracted by
background flora in a sample, the BAX® System is able to detect the presence of target bacteria at
levels often below the threshold for other rapid methods.
With a sensitivity/specificity rate of 98% or better, the automated BAX® System offers the best
science-based solution available for food safety/food quality testing. The remaining 2% can often be
attributed to random events, such as those caused by system noise, operator error, nonspecific PCR
product or low-level laboratory contamination, which are occasionally interpreted as positive results
by the BAX® System.
Some of these events could be reduced, but only at the cost of reducing overall assay sensitivity.
Hygiena is committed to maintaining the integrity of BAX® System assays to assure optimum
sensitivity.
Customers who encounter positive results with the BAX® System must determine the appropriate
action to take according to their own Standard Operating Procedures (SOPs). In our experience,
companies most often make these decisions based on several factors, including historical rate of
positive results, shelf-life of the tested product, or amount of tested product affected. For example,
companies testing product where more than 1% of samples might typically be found positive will
usually either take direct action or culturally confirm the result, depending on the amount of product
at risk. Other companies testing product that typically yields less than 1 per 1000 positive results
may choose to retest the sample before taking direct action.

Take Corrective Action
Companies may elect to take corrective actions (e.g. begin sanitation procedures, hold product) on
a BAX® System positive result without confirmation.

Confirm by Culture
The SOPs of many food possessors and testing labs require that all positive results from rapid
methods be verified through accepted culture confirmation protocols before taking corrective action.
In those cases, most U.S. labs follow standard USDA and FDA confirmation protocols. Outside the
U.S., many countries have adopted ISO confirmation protocols.
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Retest
Some businesses include retesting the sample before taking corrective action as part of their SOPs
because random events will not usually produce the same results. A good lab practice is to repeat
the BAX® System assay in duplicate from the sample’s final enrichment. If both retest results are
negative, the sample can be considered negative. If one or both retest results are positive, the
sample should be treated as positive and handled in accordance with SOPs. Samples should be
retested as soon as possible and care must be taken to assure integrity of the original enriched
sample.

For further assistance, please contact Diagnostics Support 1-800-863-6842 or 1-302-695-5300
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