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The first IVD kit using PCR for detection of High-risk HPV
[ Amplicor® HPV ]

Kayoko Watanabe and Kazuyoshi Miyake

Summary A causal link between human papillomavirus (HPV) infection and cervical cancer has
been well confirmed.

In Japan, the 'Bethesda System 2001', which was established based on the fact that HPV causes
cervical cancer, was introduced for the classification of gynecological PAP smear tests in April 2009.
In that system, an HPV DNA test was recommended for ASC-US triage cases.

In April 2010, reimbursements for HPV-DNA tests were approved by the government in ASC-US
cases. Currently, HPV DNA tests have become increasingly important not only in routine diagnoses
but also in the screening of cervical cancer.

The PCR-based assay, Roche Amplicor® HPV, is a test used to detect HR-HPV (high-risk HPV
genotypes) (16, 18, 31, 33, 35, 39, 45, 51, 52, 56,58, 59, and 68). Capture probe sequences are located
in polymorphic regions of L1 bound by these primers. An additional primer pair targets the human /3
globin gene (268 bp amplicon) to provide a control for cell adequacy, extraction, and amplification.

All genotypes were detected at a 100% positivity rate at 480 copies/ml.
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