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At the intersection of...

e Population health & patient-centered care
e Prevention, screening, and survivorship
e Systems-level change & strategic interventions

Focused on...

e HPV-associated cancers
e HPV vaccination /
e Messaging strategies
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World Health Organization's 2030 Cervical Cancer Elimination Strategy
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o cervical OPERATION WIPE OUT aims to eliminate cervical cancer as a public
~ cancer health problem in Alabama by raising awareness about HPV and cervical
. e cancer prevention and facilitating access to vaccination, screening,
follow-up, and treatment.

VACCINATING MORE CHILDREN AND SCREENING MORE WOMEN FOR ENSURING THAT WOMEN WHO NEED
ADOLESCENTS AGAINST HPV CERVICAL CANCER FOLLOW-UP CAN ACCESS SERVICES
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Cervical Cancer Incidence and Mortality
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Cervical Cancer Incidence Rates
2015-2019, by Race/Ethnicity

American Indian & Alaska Native
Hispanic 9.7
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Non-Hispanic White
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Average annual rate per 100,000, age adjusted to the 2000 US standard population. Data sources: North American Association of Central

Cancer Registries (NAACCR), 2022. Accessed at https://cancerstatisticscenter.cancer.orgf#! /cancer-site/Cervix.
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Cervical Cancer Death Rates
2016-2020, by Race/Ethnicity

Non-Hispanic Black

American Indian & Alaska Native
Hispanic

Non-Hispanic White

Asian & Pacific Islander
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Average annual rate per 100,000, age adjusted to the 2000 US standard population. Data sources: Mational Center for Health Statistics
(MCHS), Centers for Disease Cantrol and Prevention, 2022. Accessed at https://cancerstatisticscenter.cancer.org/#!/cancer-site/Cervix.
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The Natural History of Cervical Cancer i

HPV-Related Cervical Disease

Almost all cases of lnfectlon Progressmn Invasion

cervical cancer are — PPV ol — m
caused by Infection

high—risk types of Clearance Regression
human
papillomavirus (HPV)

Identification and treatment of

HPV-related cervical changes can
prevent cancer

Relative Population Prevalence

Age (yr)

Schiffman M, Sclomon D. N Engl J Med 2013;369:2324-2331. DOI: 10.1056/NEJMcp1210379



Cervical Cancer Prevention in the Mountain West




Screening and Risk Factors by State
(Directly Estimated 2020 BRFSS Data)

Pap Test in Past 3 Years, No Hysterectomy
All Races (includes Hispanic), Female, Ages 21-65
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2024 FQHC Cervical Cancer Screening Rates
HRSA Uniform Data System (UDS) Data
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Home > News & Events > Cancer Currents Blog > FDA Approves HPV Tests That Allow for Self-Collection in a Health Care Setting

FDA Approves HPV Tests That Allow for Self-Collection in a Health
Care Setting

July 24, 2024, by Sharon Reynolds

On May 14, the Food and Drug Administration (FDA) expanded the
approvals of two tests that detect cancer-causing types of human
papillomavirus (HPV) in the cervix. Both tests are used as part of screening
for cervical cancer.

Under these expanded approvals, people can now be offered the option to
collect a vaginal sample themselves for HPV testing if they cannot have or

or brush, must be done in a health care setting, such as primary care
offices, urgent care, pharmacies, and mobile clinics.

The tests included in the approvals are Onclarity HPV, made by Becton,
Dickinson and Company (BD), and cobas HPV, made by Roche Molecular
Systems.

For now, the option to self-collect a vaginal sample for
HPV testing must be done in a health care setting.

Credit: iStock/SDI Productions

Until now, screening for cervical cancer in the United States has required a

sample of cells collected from the cervix during a pelvic exam performed

by a health care professional. But the availability of a self-collection option in health care settings should help widen access to
screening, said Vikrant Sahasrabuddhe, M.B.B.S., Dr. P.H., of NClI's Division of Cancer Prevention.
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News | Articles | April 9, 2026

FDA Clears At-Home HPV Self-Collection Kit to Expand Cervical
Cancer Screening Access

Author(s) Cancer Network Staff
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Fact checked by: Tim Cortese, Ariana Pelosct

The FDA has also approved the BD Onclarity HPV Assay for the screening of cervical cancer, with support from
the SHIP trial evaluating at-home cervical cancer screening.

The FDA has cleared the Onclarity HPV Self-
Collection Kit and approved the BD Onclarity HPV
Assay with extended genotyping for at-home use,
as tools for cervical cancer screening, according to a

' release from Waters Corporation.’




HPV Self-CoIIected Samples

“ (€M%1023 I "
4 R
)
* Self-collection is effective for L y
cervical cancer screening. p N

e Self-collection in the healthcare
setting received FDA approval.
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e Patients can complete self-
collection in a clinic bathroom or
exam room.
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How is HPV self-collection test done? Somes™ | e
In-clinic Patient Self-collection Steps
for Copan Swab

(device partnered with BD and Roche) SIrom

1. Wash hands 5:&539 @ (H)Tl{:f: D 7 " |
/ D

2. Open the swab carefully. Avoid touchingthe B .~ s

{aenthy ratate swab or 10-3 secondh: and canafally
withdraw the swaks.

area below the red mark towards the tip. e —— b rend patyoummewi,

3. Hold the swab at the red mark. . I’fjjj,s

4. Use your other hand to spread the skin of SN \ \ **“E‘”f' ". e} ay, \\
the vaginal opening and carefully insert the / @{3@@ |' \ | '| Pace sua backn he be s securely mcan
swab into the vagina up to the red mark. (2] ad ' D -

5. Gently rotate the swab for 10-30 seconds e, e pesad he ot e vopied aparing i / a0
and then remove the swab. e T A D B

6. Place the swab back in the tube and v o v ot o et b

surlsce peior bo insaming ines the wagna haalthrare provicder

make sure the cap is secured.

/. Give your healthcare provider the
recapped swab.

Pictures: adapted from Bactan, Dickinson and Company (BOY)

Not shown: Evalyn ® brush approved for use with Roche
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How effective is HPV self-collection yeus
testing?

VOLUME 15, ISSUE 2, P172-183, FEBRUARY 2014 | % Download Full Issue

Accuracy of human papillomavirus testing on self-collected versus

clinician-collected samples: a meta-analysis

Th ree m e ta s an a’ys es h a ve b een don e Dr Marc Acbyn, DrTMH 2 1« Freija Verdoodt, PhD « Prof Peter J F Snijders, PhD « Viola M J Verhoef, MD «

to evaluate HPV self-collection testing
Detecting cervical precancer and reaching underscreened

o More sensitive Ot deteCting C|N2+ women by using HPV testing on self samples: updated

meta-analyses

t h O n CytOI O g y O I O n e i n th e fi rst Marc Arbyn,’ Sara B Smith,” Sarah Temin,’ Farhana Sultana,*” Philip Castle,”” on behalf of the

Coltabaration on Self-Sampling and HPV Testing

round of screening*
* com p ar ab' e S en S i ti Vi ty G n d h i g h Meta-analysis of agreement/concordance statistics in studies

comparing self- vs clinician-collected samples for

agreement With CI i N i CiG N—CoO l I eCted HPV testing in cervical cancer screening

Marc Abyn'? @ | Philip E. Castle™ @ | Mark Schiffman® |

p rl mao ry HPV test| N g sam p Ies Nicokss Wentzensen’ © | Brandy Heckman-Stoddard® | Vikrant V. Sahasrabucdhe? & [

HPV self-collected screening is more sensitive and

accurate than the Pap test alone and about as accurate
as clinician-collected HPV testing.

*although less specific, so better suited to a screening test; a more sensitive test is better at ruling out a condition-a negative result is likely a true negative, while a
more specific test is better at ruling in a condition- a positive result is more likely to be a true positive
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Which self-collection tests are I
FDA-approved for primary HPV screening?

Self-collection kits for the healthcare settings

Abbott
Alinity M
with simpli-COLLECT™ HPV

Roche
cobas® BD

with Copan 522C.80 swab or ~_ Onclarity™
Evalyn® Brush with Copan 522C.80 swab

Collection Kit or Evalyn®
Brush

Device for home collection

doetalolin NEW: BD Onclarity FDA

Teal Wand™
*in CA, NY, FL Approved for Home Now Too
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Acceptability of Self Collection Aen

Society

Benefits Harms

e Easy to perform e Potential to miss physical
e Less embarrassment exam findings

e NO or less pain

e Privacy

Self-collection may be more appealing to patients with

_—-2 limited mobility, history of sexual trauma, gender diversity, medical
mistrust, or discomfort with speculum exams.

Morgan K, et al. Journal of Lower Genital Tract Disease 23(3):p 193-199, July 2015. | DOI: 10.1097/LGT.0000000000000476
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Where can cervical cancer screening be ¢85 | i
performed?

Before Self-Collection After Self-Collection

* Healthcare professional with * Any healthcare professional

training to do a pelvic exam * Can be part of any appointment,

* Often requires a standalone lab, or radiology visit

appointment * Any private setting

* Specialized office equipment

Clinicians who offer in-clinic self-collection do not need to do a

speculum exam, freeing up time to address other patient concerns.
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What changes about follow-up? P | e

Follow-up,
5 years 3 year follow up
Colposcopy
- or LEEP
) HPV 16+ Reflex ‘ ‘ o
HPV testing A , Colposcopy

HPY 18+ same b w
LEEP

Follow-up
12 months
HPV 16/18 - - Clinician collected
12 other high- 5
risk HPV + ] specimen

ACS-US, atypical squamous cells of undetermined significance; HPY, human papillomavirus; HSIL, high-grade squamous intraepithelial iesion; LEEP, loop

ectrosurgical excision procedure; NILM, negative for intraepithelial lesion or malignancy

*This may change with more evidence and/or with USPSTF updates
Enduring Guidelines: https://dceg.cancer.gov/research/cancer-types/cervix/enduring-guidelines
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NEW HPV
Self-Collection
Implementation
Data Layer



HPV Self-Collection
Implementation Data Layer

Share Your Sites & Connect With Others

This new data layer within the NRTCC Cervical Cancer Data

Dashboard is crowd-sourced to enable identification of

organizations currently implementing self-collection for

primary HPV to: .

* Facilitate peer-to-peer networkln[g .

* Expand opportunities for shared learning and
implementation planning.

Data Note

This data is gathered from a crowdsourcing application that allows
health systems to add their sites to a map and should not be used to
assess or monitor uptake of self-collection.
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Results

Results thus far... Wayne Communlty
Health Centers

e 262 HPV Self-Collection Kits
Completed/Returned to Clinic

e Complete either in clinic or at home

e 262 HPV Self-Collection Kits Mailed to
University of Washington's Lab

e 262 Results Returned from Lab
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English & Spanish Instructions

 Easy to follow written instructions
* Video instructions

4) & G 8 G i vimeo

InStructions foraYourGervical

+

Ca gar*.craan]ng KIT

Please do not use this kit if you are pregnant.

STEP 1

* Wash and dry your
hands. Next, remove the
tube from the kit.

® Twist the red cap and
pull out the swab.

* Look at the swab and
note the red mark close
to the soft tip (pictured
below).

STEP 2

¢ Before you insert the
swab, make sure you're in
a comfortable position.

¢ This should not hurt; you
will not need to reach
your cervix, you will be
swabbing your vaginal
wall.

If you have any questions
about collecting your sample
or mailing it back, please call

1-800-XXX-XXXX

* Spread apart the skin
outside your vagina with
one hand.

* With the other hand,
gently insert the swab
into your vagina and
aim to insert it up to the
red mark.

* Gently rotate 10 - 30

seconds.

watch a short video on the test or
kpchr.org/preventhpvcancers/

STEP 4

* Remove the swab, place
it back in the tube, and

close the tube. Wash your

hands.

¢ Write the date you
collected your sample on
the tube.

# Place the tube in the
biohazard bag, seal
it, and insert into the
prepaid mailing box.

* Peel the clear label from
its backing and seal the
box closed.

¢ Mail your sample or drop
it off at the clinic within
a week.
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HCI: VPH Kit de Auto-Recoleccion (SP)

HCI: HPV Self-Collection Kit on Vimeo
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https://vimeo.com/1003324604/375df470ef?share=copy
https://vimeo.com/1003324604/375df470ef?share=copy
https://vimeo.com/1003324604/375df470ef?share=copy

Partnerships
are Key:




Deanna Kepka, PhD, MPH

Investigator | Professor

Huntsman Cancer Institute

College of Nursing, University of Utah
Mountain West HPV Vaccination Coalition

Deanna.Kepka@hci.utah.edu

Questions?
Contact Uy!

Kepka Research Lab
Kepka-Research@hci.utah.edu

Join us for
monthly meetings!
MOUNTAIN WEST
HPV VACCINATION
COALITION .=+ 5.

HPV-Coalition@hci.utah.edu
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