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Abstract

As the Sentinel Sites project continues and the data supporting the use of
Human Papillomavirus testing grows ', it seems likely that HPV triage
testing may be adopted in England in the near future.

The digene HPV test from QIAGEN (Hybrid Capture 2) has been shown to
have exquisite clinical sensitivity for high grade cervical disease in
numerous large scale clinical studies and to reduce incidence and mortality
from cervical cancer. Hybrid Capture 2 can be automated on the Rapid
Capture System, and QIAGEN have recently developed the QlAensemble
series of instruments, a cutting-edge next-generation diagnostic system for
HPV. QlAensemble automates all steps including sample loading,
target denature, probe hybridization, target capture, signal
production, signal detection and assay result reporting. This
automated system has been designed to generate up to 400 clinical
results per 8 hr shift.

The QlAensemble system runs the enhanced Hybrid Capture assay
(eHC) which is designed to capitalise on the clinical sensitivity of
Hybrid Capture 2 for high grade cervical disease, whilst creating a
highly specific result . Here we present preliminary data on the eHC
assay and the QlAensemble series of instruments.

Take home message(s)

- HPV testing using HC2 can reduce the incidence and mortality from
cervical cancer”.

- HC2 is the gold standard HPV test and has been clinically validated in
numerous randomized controlled trials'™.

- The QlAensemble system is a fully automated, true walk-away system
for HPV testing based on proven hybrid capture technology.

- The throughput of the QlAensemble system is flexible, is cost
effective from an average of 10+ samples per day and allows
testing of up to 400 clinical specimens in an 8 hour shift.

- Preliminary data shows that the eHC assay maintains the clinical
sensitivity of Hybrid Capture 2 but shows enhanced specificity
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