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EXECUTIVE
SUMMARY

Early detection of high-risk HPV can lead to
improved management and possible prevention of
HPV related cancers. SimplyHPV™ looks for the
presence of high-risk HPV strains that are
associated with the development of cervical,
vaginal, penile, anal or head/neck cancer.

HPV is the most common sexually transmitted
infection, with most sexually active individuals
becoming positive at some point in their lives.

HPV is the leading cause of cervical cancer,
making early screening programs vital to
preventative treatments, administer vaccines,
and control transmission.

SimplyHPV's™ kit includes devices for
self-collection, which is critical to adoption
and ongoing retention for screening and care.

SimplyHPV™ is a PCR-based test for 14
high-risk HPV strains with an industry-leading
100% specificity and sensitivity assay.
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INTRODUCTION

Human papillomavirus (HPV) is the most common
sexually transmitted infection (STI). It is transmitted
through sexual and close skin-to-skin contact. In
2018, there were a reported 43 million infections in
the US, many of which were mostly young adults in
their early 20s and late teens. Most people recover
within two years of infection, but 10% of reported
cases develop health issues such as genital warts
and cancer. About 19,400 women experience
cancers caused by HPV every year; however, there
remains approximately 1.5 billion women that have
never been screened.’

Accumulated evidence supports the use of
HPV-based tests for the detection of precancerous
lesions as a preferred test for primary screening.?
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SYMPTOMS OF ,g
HPV INFECTION -

HPV infection does not usually cause any symptoms. Most people
who have it do not realize that they have the infection and
experience very few problems. But sometimes the virus can
cause painless growths or lumps around the vagina, penis or

anus (genital warts). Because most HPV infections are
asymptomatic there is significant importance in

periodic screening for infection or for consideration

of HPV vaccine.

Using an HPV DNA NAAT as the primary
screening test prevents more cervical cancers
and saves more lives than using visual
inspection with acetic acid (VIA) or
cytology (conventional Pap smear and
liquid-based cytology) as the primary

screening test.? 99%
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HPV INFECTION IN
HEALTH AND DISEASE Cancers
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Cervical cancer is caused by persistent InfeCtlon
infection with high-risk human
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papillomaviruses. 90%

Almost all sexually active individuals will
acquire HPV at some point in their lives.®

40% overall and 25% of women are infected Anal
within 2 years of first sexual encounter.® Cancer

4 out of 10 cancer patients infected with HPV
are men,

. . Head
Most head and neck cancer associated with HPV & Neck

are diagnosed in men. Cancer

In the United States, there are approximately 79 million,

14 million new, infections annually. Penile
Screening programs have been highly effective in reducing Cancer

cervical cancers over the past 50 years.’

Infection is usually transient and asymptomatic with 90% of HPV
infections will clear within 2 years.?
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LABORATORY
PROCEDURES

The CDC recommends routine screening for
unvaccinated women aged 21 to 65 years. Multiple
state-run programs are pushing education in their
communities with the expectation that will help
increase awareness for early screening and
preventative testing. In order to gain adoption and
maintain compliance, self-collected specimens have
now gain tremendous traction because the of ease of
use, convenience, privacy, and physical and
emotional comfort (including decreased
embarrassment, anxiety, and pain)."

SimplyHPV™ test has been validated using a cervical
brush that can self-administered by an individual in
a setting that is conducive to their well-being.

SimplyHPV™ is a PCR based test that looks for 14
high-risk HPV strains (also called types). The test
specifically identifies HPV-16 and HPV-18 while
simultaneously detecting other high-risk types (31,
33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68).

HPV-16 and HPV-18 are the most common HPV
strains that cause genital cancer."?

SimplyHPV™ does not detect types of HPV that are
not considered high risk for cancer development.
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ACCURACY
OF RESULTS

Sensitivity (expected on-target amplification) was
evaluated based on comparison to
well-characterized, normalized genomic DNA, and
multi-target synthetic DNA samples. While the FDA
requirement is > 90%, the sensitivity of SimplyHPV
across all assays and days was 100%."

Specificity (off-target amplification) was analyzed by
examining potential cross-reactivity with common
microflora, related species, and cross-reactivity
among  targets  within  the panel, using
well-characterized, normalized genomic DNA pools.
No Template Controls (NTC) and negative extraction
controls (NEC) were evaluated for specificity in the
absence of microbial DNA targets. The specificity
across all assays was 100%, once again exceeding
the FDA requirements for primary HPV testing.

Protein (L1) HPV 16 HPV 18 HPV 45 HPV 31 HPV 33
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Are the five most frequent and aggressive HPV high-risk types
involved in the development of precancerous lesions and
cancers of various organs first and formost cervical cancer.
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CONCLUSION

The medical community alongside federal and
state programs have laid an important
foundation for the public to be more aware of
HPV and its dangerous long-term pathology.
While frequent screening continues to be a
common theme, it has been challenging to meet
the volume of testing required across billions. In
addition, there is limited availability of
self-administered kits with proper specificity
and sensitivity assays. SimplyHPV™ provides an
opportunity to reach a broader population,
including underserved communities where
individuals may have socioracial stigmas
associated with healthcare. The effectiveness of
the test ensures highly accurate, consistent
results, which permits a chance for appropriate
interventions when necessary.

Molecular Screening
Is an Important
part of Prevention

The American Society for Clinical Pathologists
(ASCP), recommend screening for all women
starting at age 21 through 65.

ACCREDITEDY

COLLEGE of AMERICAN PATHOLOGISTS
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