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SELF-SAMPLING

A cervical screening sample taken by the woman either without medical staff assistance
or with supervision; in the privacy of own home, or at clinic.

Self samples for cervical cancer screening are suitable for HPV tests
Self-sample material types include:

Self-sampling utensils (brush)
Urine collection devices 3
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ORGANISED CERVICAL SCREENING IS CHALLENGED BY DECLINING PARTICIPATION RATES

In Denmark, women between 23-65 years are recommanded to attend cervial cancer screening at their own
general practicioner (GP)

Screening coverage: 75% (~25% do not attend screening)

~45% of all newly diagnosed cancer cases are found women, who do not attend screening (non-attenders)?!

Similar situation in all countries with organized screening

~ 75% are covered by screening ( by invitation or opportunistic)

~ 45% cancers in non-attendersl?

Kirchner et al. Gynecol Oncol. 2011
Dugue PA et al. Preventive Medicine. 2012;54(3-4)
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SCREENING NON-ATTENDERS

ARD TO REAC

Socio-economic
challenged women
difficult to reach

low income, little or no
education besides
primary school

LANGUAGE/

CULTURE

Non-responders
are mainly
EU/non-EU

emigrants living

and working in Dk

Just regular women...
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REATING A USER FOCUSED VALUE-CHAIN

Availability of service is paramount to recruitment of non-attenders!

SIMPLE

Women don’t go for
screening because..

* Embarrassment

* Fear of examination

* Dont believe its
relevant for them

* Thinks vaccination
gives full cover

* Procrastinating..

4

2

EASY

N

Adding to the
value-chain

In privacy of own home
Multi-language
information material
On-line ordering

No paperwork to fill
out

Ease of use

Web/App portal

E-Mail contact address

Call-in Hot-line
No cost /

SAFE

Quality Assurance
for the Lab

Validated stability of
device

Validated
performance of the
HPV diagnostic test

Safe patient
identification
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Pepartment of Pathology Invitation strategy Country & Study design Study size Target age (years) Participation Reference
Hvidovre Hospital Rate
20% by self- sampling+
Denmark LamJUH et al.,
N=4874 27-64 10% by clinician taken samples
Cross sectional 2017 (1)
after invitation
SELF-SAMPLING INVITATION Sweden Sterwalletal,
N=369 35-50 32.0%
Cross sectional 2007
STRATEGIES & OUTCOMES
N=3000 30-58 39.0%
Cross sectional 2009
Sweden Broberg et al.,
N=800 30-62 16.0%
RCT 2013
O PT I N Italy Optin: N=622 Opt-In :8.7% Giorgi Rossi et
- ° 35-65
. Opt-in & mail-to-all RCT Mail-to-all: N=622 Mail-to-all: 19.6% al., 2011
Women are invited and actively accepts taly Optin: 4513 3064 Optin:10.5% |Glorgi Ross et
RCT Mail-to-all: 4516 Opt-out: 19.6% al., 2015
Netherlands N=2546
30-50 28.9% Bais et al., 2007
OPT-OUT: RCT
. . . . Netherlands
- 0, 5
Women are invited and must actively decline to conor N=27,792 3060 26.6% Goketal, 2010
1 - Sweden Gyllensten et al.,
not receive self-sample No8000 2065 20.0%
Cross sectional 2011
UK Szarewski et al.,
N=1500 NR 6.4%
DIRECT-MAIL/MAIL-TO-ALL:
* Finland Virtanen et al.,
. . . . N=2,397 30-60 27.7%
Women are mailed self-sampling kit directly RCT 2011
Sweden Wikstrom et al.,
N=2000 39-60 34.0%
RCT 2011
Netherlands
N=26,145 26-63 30.8% Gok et al., 2012
RCT
Sweden
N=1000 32-65 14.7% Darlin et al., 2013
RCT
France Sancho-Garnier
N=8,829 35-69 18.4%
RCT etal., 2013
UK Cadman et al.,
N=3,000 25-65 13.0%
RCT 2014

Bonde & Ejegod, HPV World, 2019
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SELF-SAMPLING UPTAKE AND RETURN RATES IN

CAPITAL REGION OF DENMARK IMPLEMENTATION 2017-2019

Self-
sampling
Flow

The flow of activities
from invitation to
end-of-algorithm

Screened by
self-sampling
17.3%
of all invited

82.7%
Non-responders
of all invited

Invited

N=57.791

Accepted
27%

N=15.526

Reminder
letter
80%
N=46.492

Brushes
returned
40%

N=6.228

Reminder
to return
brush
60%

N=9.298

A
N=6.228

Were screened by GP after

A 60% Screened by self-sampling invitation to self-sampling
N=5.546 \ }

— 0,
NEEWAY) 17 % 11%

28%
Screened after invitation for
self-sampling

Courtesy of Dr. Ejegod, presented EUROGIN 2019, 6t December, FC16
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SELF-SAMPLING IN CONTEXT OF ORGANIZED SCREENING — DENMARK 2020

[ Implementation date 15t September 2020]

23-29y 30-59y 60-64 y 23-64y
| \
\Z \Z
Cytology 50% randomised for 50% randomised for HPV HPV
+ HPV triage cytology arm HPV arm + Cytology triage Self-sample
Offer w./ 2nd
| reminder
3yinterval { \ 5y interval \L
30-49y 50-59y 30-59y
Cytology Cytology HPV 5y interval
+ HPV triage + HPV triage + Cytology triage
+ 2nd triage
| | v
3yinterval 5y interval 5 yinterval

[ Implementation date undecided but 15t
January 2021 suggested]
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SELF-SAMPLING IN COUNTRIES
WITHOUT ORGANIZED
SCREENING

AND

LOW- AND MIDDLE INCOME
COUNTRIES

ACCESS TO SELF-CARE INTERVENTIONS

IMPROVE PEOPLE’S AUTONOMY

SELF CARE CAN BE ACCESSED THROUGH:
A

Al + B
m Health

. . . facilities Family, friends
and communities

o ——
. I - — Pharmacy

Digital platforms

— Caregivers, and mobile
technologies

Primary care
and community
service

h
r%%t;?;gli_(:ag p @ WOI"d .Hea. Ith
. ¥ Organization
research for impact
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SELF-SAMPLING IN CONTEXT OF
COUNTRIES WITHOUT
ORGANIZED SCREENING

Ranking of cervical cancer incidence burden in 2018
relative to all other cancer sites in women of all ages (A)
and aged 15-44 years (B)

Incidence ranking (all ages)
B 1 (28 countries)
1 2 (58 countries)
1 3 (12 countries)
[ 4-5 (30 countries)
[ 26 (57 countries)

Incidence ranking (15-44 years)
[ 1 (32 countries)

[ 2 (82 countries)
[ 3 (32 countries) | L
03 4-5 (25 countries) & Arbyn et al, Lancet Global Health, 2018

[ 26 (14 countries)
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ANALYTICAL STABILITY OF COLLECTED
HPV SELF-SAMPLES ALLOWS FOR el e Welcome tothe HEV seif-sample it
ADAPTION TO LOCAL HEALTH CARE
INFRASTRUCTURE AND
GEOGRAPHICAL CHALLENGES

Please type in your ID number from your letter in the area on your right - Your ID code (Tast Selv Kod

Next Step >

INFORMATION ABOUT HPV, SCREENING AND DID YOU KNOW. VIDEO: THIS IS HOW YOU USE THE KIT
SELF-SAMPLING TEST Insert here

Guidance for H pling

Every year approximately
FaplCE s § (RIIE) 153200 15,000 Danish women are
HPV self-sample for women vith

Contents lists availabie at ScienesDirect disabilties di: d with cell chang
and annually 350 Danish
Papillomavirus Research Doyou want toknow more about HEV and women are diagnosed with

cervical cancer

cervical cancer - more than
half are below the age of 50

Frequenty asked cuestons and snswers years. m

Get your test result on Sundhed dk

joumal Isaviar. 2

Time and temperature dependent analytical stability of dry-collected Evalyn E
HPV self-sampling brush for cervical cancer screening

Ditte Meller Ejegod*, Helle Pedersen, Garazi Peiia Alzua, Camilla Pedersen, Jesper Bonde
Mo Pathciogy Lo atory, Deportmnt of Pate gy, apedhagen Uity Hupital, Eatepded Alle 3, 350, Hrdoes, Deomark

o

ARTICLE INFO ABSTRACT

f you have any questions you can contact us on mail hvh-mpl@regionh.dk or Phone 20 3124 64
r—
Self-mmpiy mmnammmuunqmummmmnmumnm
Uiy sl oem plimg bk asa fanegon
ey sy of time and temperare
Y ey stomd {4°C, mom
Corvical cancas icrmmig 3070 and fve &, T= 0 fhasding, 2, 4,8, 16, and 32 wasks prioe &

HPV asalyses wng the BD Ondary HPV dasy.
Mt e o s Gonchy el ot vl vw compats of ol sty porsBome el e
perasuey with 5o or anly

= WEB & TELECOMMUNICATION
R INFRASTRUCTURE ALLOWS FOR

in ination with self.callecied samples & & being in.  tivelyapted in after invitation wing 2 purpase designed and developed

wvestigates a5 an alemative to dinician millected samplss aiming at
increasing the coverage of eervieal screening worldwide [5-121. In
organizad screening programs, HPV selfsampling & considersd = 2
patential altermative & screming non atending wamen [13-151. In
Denmark, women aged 23-65 years are imvited for sereening for cer-
vieal cancer free of charge 2 2 public canesr prevention program. In

approximaiely 50% of 2l comvical caneers ame dizgnosed
amengs the 25% women who da not pariciste in soeming afier
being imiwd [16,17], 25 als ohserved in similsr North Buropean
comatries with nationwide cervical caneer screening progams (18,191
In ies evaluating women n screening, de
main ressams for are reparted = i be

self sampling kit [9]. After sampiing in fhe privacy of the woman'sown
home, the women returned ghe brush in 2 dry s to the laboratory far
HPY analysis using 2 postage prepaid en

Multiple approaches to self sampling have bem described but fwa
types of self-sampling deviees have predominantly been ed for Lager
seif sampling initiatives; 2 “wet” brush that requires the woman 1o re.
suspend the brush in  supplind media immedistely afier sampling ara
“dry™ brush, shipped direcly ® #he Isboratary afier =mpling without
further interaction by the woman. Compering fese fwo approaches,
the use of 2 dry shipped s=lf aampling brosh in our opnion bolds 2
number of logistically and safty relaied advantages independently of

tween the dismminrt/embarrassment of the mmdgneninpnl
examinatin and the general inconvemience of the doctors visit
[20-221. To adires the screening non-attendance, the Capiral Region
of Denmark lsmched 2 pilat implemenistion program in 2014, the

R

a Firstly, adry brush can Ty mail
hetween the women and the Isboraiory withaut the potentia] far =

lage and leskage during callecrion and transpars. Secondy, any 7k of
potenrial skin iritation and harm by accidental mnsumption 3. by 2
child in the houschold, & climinsted. Thirdly, shipment of bquid

“EASY” ADMINISTRATION OF SERVICE
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SELF-SAMPLING IN THE FUTURE

Organized screening programs

Self-sampling will become a free-of-choice offer along with clinician collected samples, allowing
for resource re-allocation in the primary health care sector, making cervical screening more
accessible, cheaper, convenient

Without organized screening programs
Self-sampling enables cervical cancer screening outside the classical restraints of health care infrastructure;

cheap, effective, mobile, community engaging



