NOVEL CROSS-PLATFORM HIGH-RISK (HR) HPV NAAT POSITIVE
CONTROLS FOR USE IN L1 AND E6/E7 TARGETED NUCLEIC ACID

(DNA AND RNA) DETECTION METHODS

P.Zhelev, A. Alagic, M. Luscher, K. Hughes, J.LI

EUROGIN, December 04-07, 2019 - Monaco

To demonstrate the performance of a high-risk (hr)HPV Panel
containing hrHPV types 16, 18 and 45 in multiple L1 and E6/E7
nucleic acid targeted hrHPV detection methodologies.

REDx™ HPV Quality Controls (QC, CE-1VD) and EQA HPV positive
samples (hrHPV Panel) were manufactured by Microbix
Biosystems inc. to contain all the diagnhostic targets normally
found In Infected patient specimen samples - namely integrated
and episomal viral DNA, viral RNA and proteins, as well as the
host epithelial cells.

The hrHPV panel performance was evaluated using a two-step
approach, with feasibility studies followed by validation studies In
Clinical 1VD laboratories, Original Equipment Manufacturer (OEM)
laboratories and by internal (Microbix) validation runs.

The following products were used In the study:

Results from the feasibility and validation studies are presented In
the tables below.
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Figl (a,b). Lab Developed Test (LDT) for detection of hrHPV (LOXO GmbH).

Based on both feasibility and validation studies, REDx™ HPV
Positive Controls and EQA Positive samples for hrHPV types 16, 18
and 45 (hr HPV Panel) are confirmed to contain all the diagnostic
targets normally found In infected patient specimens (integrated
and episomal viral DNA, viral RNA and host epithelial cells). In all
cases, material formulated In a widely accepted sample transport
medium showed excellent compatibility with multiple hrHPV
genotyping platforms. Overall, performance of the hrHPV panel In
TMA, gPCR and TOCE-DPO methods, with HPV target sequences In
EG/E7 or L1 genes, demonstrates excellent cross-platform
compatibility for hrHPV detection.
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