Cervical Cancer is the second most common cancer among women worldwide1. In Europe there are over 25,000 new cases of cervical cancer each year and around 12,000 deaths.

HPV is now recognised as the single most important agent in the pathology of cervical cancer with its detection in >99% of cases 2.

What is HPV?

Human Papillomavirus or HPV is a common viral infection, which is sexually transmitted. There are around 100 known identified types of HPV 3, of which 13 are designated, high-risk and have been demonstrated to be causally linked with cervical cancer. Some types of HPV cause genital warts, which are not related to cancer, but they should alert your doctor to the potential presence of HPV infection in your cervix. 

What is the role of HPV in the development of cervical cancer?

Most people come into contact with HPV at some time in their lives and will spontaneously clear the virus from their body within a few months. However, a small minority of women will not clear the virus and will have a higher than normal risk of developing cervical abnormalities. Persistent infection with HPV can lead to cell changes which if left untreated, could develop into cervical cancer. 

Is it possible to test for HPV?
Yes, the Hybrid Capture( 2 HPV test (or hc2 test, Digene Corporation) can detect the presence of thirteen high-risk HPV types (16,18,31,33,35,39,45,51,52,56,58,68).

hc2 testing is a nucleic acid, signal amplification technology that uses chemiluminescence for the qualitative detection of HPV. The test can detect HPV even before there are any visible changes to the cells of the cervix, ensuring that women at risk of cervical cancer can be identified much earlier.

A positive HPV test does not mean that you will develop cervical cancer, but it does provide additional information about potential risks to your health and enable your doctor to monitor you more closely. Any signs of developing disease can therefore be detected earlier, enabling effective treatment. Women with a negative HPV result can be assured of a very low disease risk for developing cervical cancer before the next routine visit.

How is the HPV specimen collected for testing?

The specimen is collected in the same way as for the Pap smear – via a sample of cells taken from the cervix. The sample is then placed into the Digene Cervical Sampler (containing liquid medium) TM for transport to the laboratory for testing. For additional flexibility, specimens can also be collected using liquid-based cytology mediums, such as the ThinPrep( Pap Test(.
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Can the hc2 kit be used to test for other sexually transmitted diseases?

Yes, it is possible to test for other sexually transmitted diseases, including Chlamydia trachomatis and Neisseria gonorrhoeae, the two most common curable bacterial sexually transmitted infections of the lower genital tract. 

Both infections are a worldwide public health problem with a combined estimated incidence of over 75 million cases. They contribute to ongoing epidemics of infertility, pelvic inflammatory disease and ectopic pregnancy. Early detection followed by proper treatment deserves high priority and is the key to slowing and preventing the spread of these common sexually transmitted diseases. For the detection of either or both infections, the hc2 Chlamydia / Gonorrhoea test algorithm has 99.8% sensitivity and 94.8% specificity compared to those of more traditional culture methods with 100% sensitivity and 83.6% specificity4.
What other tests do we provide?

Should a specimen be identified as positive for high risk HPV using hybrid capture technology, we also provide a number of further diagnostic services:

· Identification of the specific high risk HPV subtype(s) using a qualitative in vitro test for the detection of HPV DNA.

· Detection of oncogenic transcripts monitoring mRNA expression in cervical smears.

The oncogenic effect of HPV is dependent on continuous expression of the cellular transforming gene E6 and E7, for successful transformation and maintenance of a neoplastic phenotype. So, testing mRNA expression can identify infections that are more likely to persist and induce abnormalities in the future.

· Immunhistochemical analyses for the biomarker p16INK4A.

p16INK4A is a proven biomarker for dysplastic squamous and glandular cervical cells in tissue sections and in cervical smears 5  (Fig.1). This specific biomarker can be used in conjunction with conventional screening programmes and has been found to markedly improve the accuracy, precision and sensitivity of cervical cancer screening. 
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Fig. 1: (A) Pap stain of dysplastic cells within a ThinPrep smear.  (B) Immunocytochemical staining for p16INK4a in a mild to moderate dysplastic cell cluster in a ThinPrep smear.  (C) Immunohistochemical staining for p16INK4a in a CIN3 cervical biopsy.
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Remember:

· HPV is a very common virus

· Cervical cancer is a very rare disease

· If cell abnormalities are detected early, then treatment is 100 % successful
The quality of the Gynae-Screen laboratory service is backed up by years of experience using Hybrid Capture technology
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 approved test for HPV
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Fig. 2: Schematic representation of potential HPV

screening algorithm.


Advantages of hybrid capture technology:
· One Sample to test for HPV, Chlamydia and Gonorrhoea. 
· Signal Amplified test results, clinically proven to be accurate and reliable.

· Peace of Mind – Assures physicians of better patient compliance while using the latest cervical cancer detection technologies.

· Benefits are clear – Greater diagnosis confidence with improved focus of healthcare resources.

Why test for high risk HPV?

While cytology detects cellular changes associated with cervical disease and cancer, the hc2 test accurately detects the recognised necessary causal factor of the disease - Human Papillomavirus (HPV), giving women greater diagnostic confidence than ever before.

· HPV DNA is found in 99.7% of cervical carcinomas1.

· The DNA Test has a negative predictive value of greater than 99% …negative means negative6.

· A negative HPV test gives you confidence that a woman does not have, and is not likely to develop, high-grade cervical disease or cancer before the next routine visit if there is no change in risk factors.

· Women with persistent high risk HPV infection are 300 times more likely to develop high grade squamous intra-epithelial lesions7.

· The hc2 HPV test is more sensitive in determining the presence of disease than cytology8.

The hc2 HPV test gives healthcare providers the first objective measure of a woman’s risk of cervical cancer and enables screening to be accurately stratified based on this information.
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Fig. 3: Schematic of the hc2  method

Other tests available on request:
· Low risk HPV – hybrid capture

· HPV DNA Genotyping

· HPV Real Time Quantitative PCR – viral load

· Oncogenic HPV RNA Assay for persistent HPV infections

· Biomarker - p16INK4A immunocytochemical analysis

· C. trachomatis and N. gonorrhoeae hybrid capture detection

	For more information, please contact:

	Loretto Pilkington

	e-mail: info@gynae-screen.com

	Tel: 01 4085245

Web: www.gynae-screen.com



A REVOLUTIONARY ADVANCE IN WOMENS HEALTHCARE
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Gynae-Screen - the only diagnostic laboratory in Ireland providing a service for HPV testing
A NEW ERA IN CERVICAL CANCER PREVENTION
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“The presence of HPV in virtually all cervical cancers implies the highest world-wide attributable fraction so far reported for a specific cause of any major human cancer’’ 1.


Prof. Jan M. Walboomers
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