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Aptima” HPV

E6/E7 mRNA-based tests compared to DNA-based tests.

Sensitivity

The Aptima HPV assay provides the same excellent sensitivity you’'ve come to expect from DNA-based tests.
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*Clinical sensitivity for > CIN2.
This chart is a representation of clinical data from multiple published sources. The clinical studies represented within these sources were conducted using different study designs with various assays.

Specificity

The Aptima HPV assay has been shown to deliver fewer false-positive test results compared with DNA-based tests
helping to:

- Reduce uncomfortable patient conversations.  « Reduce the potential for overtreatment.
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This chart is a representation of clinical data from multiple published sources. The clinical studies represented within these sources were conducted using different study designs with various assays.

Disease Progression"

HPV mRNA levels increase
while HPV DNA levels may
decrease as cervical disease
progresses towards cancer.
Some HPV tests may provide
false-negative results in more
than 10% of the most severe
cervical disease cases.”
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HPV DNA levels decrease




Test Design Why E6/E7 HPV Integration

Aptima® HPV targets oncogenic

activity of the HPV virus by » Human gDNA tcr FEBREZN E1 | E2 TN
detecting E6/E7 mRNA.S Tests HPV DNA

that target only the L1 gene are

detecting an area that is not «HPV DNA must linearize to integrate into
needed for disease progression human DNA.

and that can be deleted during «L1region can be deleted.

integration. L1-based DNA tests «HPV assays that only target the L1region
have been shown to miss up to m ' are at risk for false negative results.??

10%-15% of the most severe

disease cases.®? Deletions may occur Opening of circular
during integration DNA during integration

HPV genome — genotype 16 example

HPV Detection Strategies

Oncogenes
Aptima HPV® E4 E5 L2 u LCR E6 E7 E1 E2 HPV Viral mRNA
Aptima HPV Probes
hc223 E4 E5 L2 L1 LCR E6 E7 E1 E2 HPV Viral DNA
hc2 Probes
cobas HPV#* E4 E5 L2 L1 LCR E6  E7 El E2  HPV Viral DNA
cobas HPV Primers
Cervista® HPV%® E E5 L2 L1 LCR E6 E7 E1 E2 HPV Viral DNA
Cervista HPV Probes
Aptima HPV® hc22 cobas?* Cervista?®

Detects HPV mRNA
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No Cross Reactivity with Common Low Risk Types
Inclusion of Type 45 in Genotyping Assay

*no genotyping
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Genotyping in a Separate Reaction
Genotyping not recommended for ASC-US cytology result.?®
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3 years of Longitudinal data
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