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QIAsure: A breakthrough 
solution in Women’s Health  

We are at a turning point in the battle against cervical 

cancer. The global human papillomavirus (HPV) epidemic 

has led to a rise in cervical cancer worldwide. It is now the 

second most common cancer among women aged 15 to 44, 

affecting more than 500,000 women a year (1). As such, it 

represents a considerable burden on healthcare providers. 

Fortunately, cervical cancer is nearly 100% preventable 

through a combination of HPV vaccination and early detec-

tion of precancer before the disease becomes a danger to a 

patient’s life or reproductive health. 

QIAGEN, the developer of the gold-standard HPV screening 

test digene® HC2 High-Risk HPV DNA Test®, brings to market 

the QIAsure Methylation Test—a new cervical cancer screen-

ing test that gives clinicians molecular insight into whether an 

HPV infection is actively transforming cervical cells into cancer.

The need for clinical assurance in  
cervical cancer screening 

High-risk HPV (hrHPV) is the cause of cervical cancer. Today, 

women have an 80% chance in their lifetimes of contracting 

hrHPV, but only 10% of women with hrHPV will develop 

long-lasting HPV infections that put them at risk for develop-

ment of cervical cancer (2). 

Cytology has been the historic standard practice of care to 

look for abnormal calls in cervical specimens, followed by 

colposcopy and biopsy/histology. However, due to its mod-

erate sensitivity and subjective results, cytology can produce 

false positive/negative results and sometimes miss advanced 

transforming cervical precancer and cancer. Cytology also 

creates a high cost for health providers due to the need for 

clinical expertise, infrastructure, and quality assurance.

Advances in technology have made high-risk HPV testing 

possible so that women can be screened less frequently and 

more effectively for cervical cancer. The current clinical focus 

on high-risk HPV testing is more cost effective and gives 

patients the ability to self-screen through self-sampling. This 

has lead to an increased positivity rate and increased detec-

tion of disease, but the low specificity of HPV testing means 

healthcare providers are also burdened with more colposco-

pies and potentially unnecessary treatments for precancer that 

can have adverse effects on patients.

There is growing need for an accurate triage test to compli-

ment ctyology and see beyond HPV for clinical assurance that 

the patient has no short-term risk of cervical cancer.

What is QIAsure? 

QIAsure is a quantitative methylation specific PCR (qMSP) test 

that lets clinicians see what’s happening at a molecular level 

so they can determine whether a hrHPV patient is at short-

term risk of developing cervical cancer. QIAsure detects the 

presence of biomarkers associated with cervical carcinoma 

and advanced transforming cervical intraepithelial neoplasia 

(CIN), to guide clinical decisions on whether to immediately 

treat or monitor a patient. 

QIAsure can be used to triage a positive hrHPV test on the same 

specimen used for the HPV test or liquid-based cytology. It can 

also be used as a confirmatory test to an atypical squamous 

cells of undetermined significance (ASC-US) cytology result. 

QIAsure looks for methylation of the host cell genes FAM19A4 

and miR124-2 in the cervical cells. Methylation of these genes 

indicates carcinogenic cell transformation and high short-term 

risk of developing cervical cancer; absence of methylation indi-

cates low short-term risk of developing cervical cancer. 

With these molecular insights, QIAsure can eliminate over-

treatment by identifying women who need immediate treat-

ment and those who need monitoring.

Improved screening, reduced 
costs, and increased efficiency

Healthcare systems currently lack an objective triage test to 

confirm cytology results and discern actively transforming high-

risk HPV infections with high risk of short-term progression to 

cancer. Failure to detect cervical cancer in its early stages bur-

2     Safe, Confident, QIAsure:: A breakthrough solution to improve cervical cancer screening    06/2016



Safe, Confident, QIAsure: A breakthrough solution to improve cervical cancer screening   06/2016  3

dens healthcare systems with the rising cost of treatment since medical procedures for removal become exponentially more 

expensive as the disease progresses. On the other hand, many healthcare systems are burdened with unnecessary colpos-

copies (post high-risk HPV positive and/or abnormal cytology result) to physically inspect the cervix for carcinoma and CIN. 

QIAsure can reduce cost and increase efficiency in healthcare systems by objectively detecting carcinogenic transformation of 

cervical cells at the molecular level. It can separate out patients with hrHPV infections that are transforming into cancer from 

patients who have low short-term risk of developing cancer. By including this test as part of clinical assessment, QIAsure can 

help guide treatment decisions and prevent women with non-transforming infections from receiving unnecessary treatments.

Key benefits:

QIAsure is a quantitative methylation-specific PCR test with high sensitivity 

and 100% accuracy in detecting biomarkers associated with cervical carci-

noma in patients.

Accuracy

Objective 

results

QIAsure provides objective results on whether a patient has a hrHPV infec-

tion that’s actively transforming cervical cells into cancer. 

Simple 

sample

QIAsure can be performed on the same sample (self-sample or physician/

gynecologist collected) as the primary screening HPV test.

Saves time  

& money 
QIAsure can help reduce unnecessary colposcopies and cervical treatments.

Protect your 

population

Convenience 

QIAsure protects women against cervical cancer—a dangerous and costly 

disease.

QIAsure can be performed on self-samples collected by the patient without a 

speculum exam, making it easy and convenient to be tested early and often.



Self-screening for patients

A major challenge facing healthcare providers is to increase 

the number of women who participate in cervical cancer 

screening. Giving women the opportunity to take their own 

sample for an HPV test without a speculum examination has 

been shown to increase the percentage of women screened 

for cervical cancer. However, following a positive high-risk 

HPV test result, a patient currently needs a physician to take 

a cytology sample to look for abnormalities in cervical cells 

that may indicate the presence of precancer or cancer.

QIAsure eliminates the need for a physician-collected sample 

to detect precancer or cancer because it can be performed 

on the same self-collected sample as the HPV test. In addi-

tion, women would be given a clear result indicating whether 

or not they are at high-risk of pre-cancer or cancer, catching 

disease early and allowing them to seek proper treatment.

“QIAsure is an important advance for women’s health. When a woman 

screens positive for HPV, or cytology shows abnormal cells, she is at risk of 

developing cervical cancer. The QIAsure test is the next logical step to pin 

it down. This highly sensitive, specific molecular test identifies epigenetic 

changes in cervical cells and enables the physician to assess whether the 

HPV infection is progressing toward cancer – a valuable insight that provides 

timely reassurance and guidance to treatment for each individual patient.”

– Tadd S. Lazarus, M.D., Chief Medical Officer of QIAGEN
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Accurate results for objective detection  
of cervical cancer

QIAsure transforms information into insight through DNA 

methylation analysis that objectively determines the pres-

ence of biomarkers associated with cervical precancer and 

cancer. QIAsure has been clinically proven to detect the 

transformation of cervical cells and advanced transforming 

CIN 2/3 lesions, even in patients with normal cytology. 

This innovative triage test can be integrated into standard 

cervical screening algorithms in national healthcare systems 

to add objective clinical assurance and simplify lab work-

flow for cervical cancer screening (post HPV testing and/

or liquid-based cytology using the same sample), so that 

patients are effectively screened for dangerous cervical 

precancer and cancer.



Scientific process & clinical data 

Abnormal patterns of DNA methylation have been impli-

cated in various cancers, including cervical cancer where 

promoter hypermethylation of the tumor suppressor genes 

(FAM19A4 and/or miR124-2) indicates the presence of 

precancer or cancer (3–10). QIAsure examines promoter 

hypermethylation in bisulfite-converted DNA isolated from 

cervical specimens using a multiplex real-time PCR test. 

Positive results correlate with the presence of carcinogenic 

cells and advanced transforming CIN lesions. 

In clinical trials, QIAsure testing was performed on physi-

cian-collected cervical specimens from 258 hrHPV-positive 

women including 117 without evidence of CIN 2 or worse 

after 18 months follow-up (≤CIN1), 42 with CIN 2, 30 with 

CIN 3, 50 with squamous cell carcinoma, and 10 with 

adenocarcinoma. QIAsure detected 100% of carcinomas 

(squamous cell carcinoma and adenocarcinoma) in these 

samples, but varied in detection of other grades of CIN, 

from 88.9% in CIN 3+ to less specific for more slowly mov-

ing infections such as ≤CIN2. Transforming CIN 2 and CIN 

3 can be divided into early and advanced transforming CIN 

based on the level of genetic and epigenetic alterations, 

which is measured in this test by analysis of FAM19A4 and 

miR124-2 hypermethylation. This explains why QIAsure 

Clinical endpoint Fraction Positivity rate (95% CI)

All carcinomas 69/69 100.0% (94.0–100.0)

Adenocarcinoma 10/10 100.0% (69.0–100.0)

Squamous cell carcinoma 59/59 100.0% (94.0–100.0)

CIN 3+ 88/99 88.9% (81.0–93.7)

CIN 3 19/30 63.3% (45.1–78.4)

CIN 2 22/42 52.4% (37.5–66.8)

<CIN 1 33/117 28.2% (20.8–37.0)

Table 1. QIAsure assay positivity rates
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had a sensitivity of 88.9% for CIN 3 and 52.4% for CIN 

2. QIAsure identifies patients with advanced transforming 

CIN for immediate treatment and allows those who have 

early transforming CIN to undergo intensified surveillance. 

FAM19A4 and miR124-2 methylation analysis specifically 

detects advanced transforming CIN lesions (1). CIN 2/3 

with low levels of FAM19A4 and miR124-2 methylation 

have low short-term progression risk for cancer. These 

patients can be managed by close surveillance rather than 

treated.

Independent research from leading cervical cancer sci-

entists confirms the effective use of FAM19A4/miR124-2 

methylation analysis for detection of cervical carcinomas 

and advanced CIN 2/3 lesions (4–10). In a subgroup of 

women over 30 years (n=287), the CIN 3+ sensitivity and 

specificity for FAM19A4 methylation (88.3% and 62.1%) 

was greater than that of cytology (85.0% and 47.6%) 

and HPV 16/18 genotyping (70% and 57.7%) (9). DNA 

methylation analysis of FAM19A4/miR124-2 has an equal 

performance and high sensitivity for identifying high-grade 

CIN and cervical cancer in hrHPV positive brush- and 

lavage-collected self-samples.

QIAsure detects 

100% of cervical 

carcinomas*

*QIAsure has 100% accuracy in detecting biomarkers associated with cervical carcinoma in patients.



Emma (age 34) has hrHPV, but normal cytology. A confirma-

tory QIAsure test is performed and produces a positive result, 

indicating the presence of transforming precancer. Emma is 

sent straight to colposcopy and treated for CIN 3. If she hadn’t 

had the QIAsure test, she would have had to wait 6 months 

before being re-tested, putting her life and reproductive health 

at risk. QIAsure identifies transforming hrHPV infections that 

can be missed by cytology and genotyping so that Emma is 

safe from dangerous precancer that could have rapidly pro-

gressed to cancer.

Clinical examples

Sophie (age 32) undergoes primary screening for HPV and 

discovers she is at risk for cervical cancer due to detection of 

hrHPV. QIAsure is performed on the same sample to detect the 

presence of precancer or cancer. QIAsure produces a negative 

result and the clinician schedules a six-month follow-up appoint-

ment. QIAsure separates transforming hrHPV infections from 

non-transforming infections so that Sophie can be confident she 

is safe from cancer.
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Clinical and public health implications 

QIAsure delivers objective assurance that women are safe from cervical cancer following a positive hrHPV result or an abnormal 

cytology result. The high sensitivity and specificity of QIAsure offers reassurance for absence of cervical cancer in test negative 

women; a positive test identifies women who need immediate treatment. Unlike cytology, FAM19A4/miR124-2 methylation 

analysis on hrHPV-positive cervical specimens detects 100% of biomarkers associated with cervical cancer, and identifies 

advanced transforming CIN2/3.

QIAsure bridges a gap in cervical screening as an accurate and objective triage test that can be performed on the same sample 

used for hrHPV testing or liquid-based cytology. It is a unique and effective method to see beyond HPV and gain molecular 

insights into whether a hrHPV infection is actively transforming into cervical cancer. It provides clinicians with a new way 

to detect the presence of cervical precancer and make informed decisions about follow-up treatment. It provides healthcare 

providers with an accurate, objective, and cost-effective test for clinical assurance that their patients are properly screened for 

cervical cancer.

Moreover, QIAsure provides peace of mind for patients so they can live their lives safe, confident, and sure of their repro-

ductive health. 

QIAGEN and cervical cancer prevention

QIAGEN is a worldwide leader in innovative Sample to Insight® solutions 

for molecular diagnostics, applied testing, advanced genomics, and 

clinical and academic research. QIAGEN is committed to the highest 

standards of performance and service excellence to create real-world 

value for our customers and real-world human impact for millions of 

patients across the world. 

Since the launch of the digene HPV Test in 1999, QIAGEN has been at 

the forefront of advanced HPV screening and cervical cancer prevention. 

Considered the gold standard for HPV testing, the digene HPV Test uses 

advanced molecular technology to provide a highly accurate means 

of identifying women at risk for cervical cancer. For almost 20 years, 

clinicians around the world have used the digene HPV Test to routinely 

screen more than 100 million women for the presence of HPV. QIAGEN 

is deeply committed to helping women in developing nations around the 

world gain access to essential cervical cancer screening through its 

QIAGENcares and careHPV® initiatives. 

QIAGEN is excited to bring its newest Women’s Health solu-

tion to market—QIAsure, a qMSP triage test for objective 

detection of cervical precancer and cancer.
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Ordering Information

Product Content Cat no.

QIAsure Methylation Test For 72 reactions: 2 Master Mixes, 2 Calibrators. 616014

Related Products

Rotor-Gene® Q MDx 5plex HRM System Real-time PCR cycler and High Resolution Melt analyzer with 5 

channels (green, yellow, orange, red, crimson) plus HRM chan-

nel, laptop computer, software, accessories: includes 1-year 

warranty on parts and labor, installation and training

9002033

Rotor-Gene Q MDx 5plex HRM Platform Real-time PCR cycler and High Resolution Melt analyzer with 

5 channels (green, yellow, orange, red, crimson) plus HRM 

channel, laptop computer, software, accessories: includes 

1-year warranty on parts and labor, installation and training 

not included

9002032

Rotor-Gene AssayManager® Software for routine testing in combination with the Rotor-

Gene Q and QIAsymphony® RGQ instruments; single license 

software for installation on one computer

9022739

1103130 06/2016  PROM-XXXX-001 

FOR MORE INFORMATION ABOUT QIASURE, VISIT WWW.QIAGEN.COM/QIASURE.
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CALLY MARKED AS SUCH, ARE NOT TO BE CONSIDERED UNPROTECTED BY LAW. © 2016, QIAGEN. ALL RIGHTS RESERVED.

 
CARE IS A REGISTERED TRADEMARK OF COOPERATIVE FOR ASSISTANCE AND RELIEF EVERYWHERE, INC. (“CARE”). CARE AND THE MEMBERS AND AFFILIATES OF CARE INTERNATIONAL ARE NOT AFFILIATED WITH QIAGEN AND DO NOT SPONSOR, 
ENDORSE, SUPPORT, PARTICIPATE IN OR CONTROL THE DEVELOPMENT, MANUFACTURE, USE OR SALE OF ANY QIAGEN PRODUCT.

ORDERING WWW.QIAGEN.COM/SHOP | TECHNICAL SUPPORT SUPPORT.QIAGEN.COM | WEBSITE WWW.QIAGEN.COM


