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It's estimated that over 70% of women under 39 contract HPV at some stage in their lives.
Approximately half of HPV infections involve specific high-risk types, notably HPV 16 and HPV 18,
which account for about 70% of all cervical cancer cases. However, not all HPV 16 or 18 infections
lead to cancer. Most HPV infections resolve spontaneously within two years. While HPV poses a
significant risk factor for cervical cancer, it's not the sole factor responsible for malignant
transformation.
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Normal: The cervical cells appear healthy and without any signs of abnormal growth or changes.

Pre-SIL (Squamous Intraepithelial Lesion): Early abnormal changes in the cervical cells are observed,
indicating potential precursor stages of cervical cancer.

CIN1+ (Cervical Intraepithelial Neoplasia 14): Mild to moderate abnormal changes are present in the
cervical cells, indicating the presence of precancerous lesions.

CIN2+ (Cervical Intraepithelial Neoplasia 2+): Moderate to severe abnormal changes are evident in the
cervical cells, suggesting a higher likelihood of progression to cervical cancer.

CIN3+ (Cervical Intraepithelial Neoplasia 3+): Severe abnormal changes are observed in the cervical cells,
indicating a high-grade precancerous condition that may progress to invasive cervical cancer if
left untreated.
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RECOMMENDATION
CERVICAL EXAM FOR EVERY 6 -12 MONTHS
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PRINCIPLE

The UROPRO CERVICAL PRECANCER DNA TEST 1s a comprehensive analysis designed to assess
the risk of cervical cancer. By examining a range of biomarkers, it provides valuable insights into the
progression of cervical cancer and the presence of HPV infection, including its integration into the host
genome. The test results are presented as a staging index, highlighting the key molecular stages associated
with the development of cervical cancer. This detailed analysis offers a nuanced understanding of an
individual's cervical cancer risk, empowering healthcare providers to tailor appropriate interventions and
treatments accordingly.
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PERFORMANCE CHARACTERISTICS



Performance is based on a population-based study with women aged between 10 to 70 years old.
VALIDATED SAMPLES

UROPRO TEST
POSITIVE NEGATIVE
0+1 0 245
STAGING 2 4
INDEX 3 18
4 78
TOTAL
Sensitivity: >99.9% Specificity: 88.8%
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COMMENTS

The UROPRO CERVICAL PRECANCER DNA TEST is a finger exosome DNA cancer test and is intended to be a
first-line screening test for cervical cancer. Under optimal condition, the sensitivity is greater than 99.9%
based on a population-based study with clinically validated patients. The specificity of the test is 88.8%.
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* The UROPRO CERVICAL PRECANCER DNA TEST is intended to be an ancillary test and should be used in conjunction
with other clinical diagnostic procedures for any medical decisions. Like other laboratory tests, the UROPRO CERVICAL
PRECANCER DNA TEST must be ordered by an authorized healthcare provider.
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**Deviations from the “Sample Collection Procedure” recommended for the UROPRO CERVICAL PRECANCER DNA
TEST may compromise its overall accuracy.
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Sign:__BING LING, MD Date: 2024/5/
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