HOLOGIC

Panther Fusion® GBS Assay:

Highly Sensitive PCR NAATs are the Preferred Method for Prenatal GBS Screening'
Group B Streptococcus (GBS) bacteria is present in “25% of pregnant women in the US and is a critical
health concern." When passed to newborns during delivery, infections are a leading cause of infant
fatalities through Early Onset Disease (EOD).'

Can we do more to protect our youngest patients?

Culture-based testing is a widespread method for GBS testing during pregnancy. However, a large percentage (81%) of newborns who develop

EOD are born from mothers with a negative GBS screening test?. This suggests potentially inadequate sensitivity of culture-based screening
12,3

tests leading to false negative results.

Study Design’ Key Results’

This study evaluated the performance of 3 FDA-cleared GBS The NAATs demonstrated increased sensitivity and resulted in fewer false negatives
NAATs (Nucleic Acid Amplification Tests) compared to than culture. Specifically, the Panther Fusion® GBS assay detected
conventional GBS culture. 31% more positives than culture.
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Study findings suggest that compared to standard culture, NAATs have

the potential to:'
PCR NAATs are highly sensitive and should . Significantly reduce newborn morbidity and mortality associated with EOD

be considered the preferred method for due to false negatives from culture-based tests.

GBS screening in the prenatal period 1 « Increase the overall sensitivity of GBS screening by reducing the number of
’ false negatives.

- Optimize workload, including reducing the time to obtain results.
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