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EFAF AHHMIE HAL 7|22t Hlw 27

=& Reference

TS B, NZE 3Y|, MZE BES,

QRIGINAL ARTICLE

et

Characteristic Cytologic Features Using 2 22 4| and HE| %4

Comparison of Diagnostic

EE2Y U vs HE Y4

No of cases(%)

Accuracy Between -

and TE{YH]  Liquid-Based S2YYY
Preparations in Effusion Cytology
T

Cellularity

T v o

Cohesiveness

Distributional uniformity

Déagnostic Cell size
pathol
“yt'o ‘ ogy Cytomorphology
Nuclear size
Nuclear hyperchromasia
/ Nuclear detail
WILEX Bkt /'fr Total

23 (76.7)
7(23.3)

15 (50.0)
15 (50.0)

9(30.0)
21(70.0)

20(66.7)
10(33.3)

20(66.7)
10(33.3)

18(60.0)
12(40.0)

20(66.7)
10(33.3)

30(100)

M| =|11 H2]2| Diagnostic Cytopathology X'g =&2]| H| 1 G| 0| E{

=& M= Effusion NI ZAOAS| TITH F2hg H|W (RRAF S 2@ L4110 ERAF ZE] Eh4))

-Volume 42, Issue 5, pages 384-390, 2014H 3&

We make early diagnosis possible for the best cure
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24 TITH VENTANA® SP 400 1% (2025.6.28)

- Y& 24 66t Annual Spring Meeting for the Japanese Society of Clinical Cytology®lA VENTANA® SP 40021 %!
-O|H Aoz I E RI0f|AM Tl FIY
_ 25k 2E| 201 Ol H[EOl} K| Ofj= LA EIZ401M HEIL SPA00 Kol 34 WE

1t o ) o el = . ME £t HoloCiel XAl 71 Hig
- Zt 71E o3| B K| HE AL 52 Soll =8 TI™A oY

oare | =77 CITHOl B2 ZITH £F Jill German A

H}Tgﬂ:".—':"?fm_ (President of Ventana Medical Systems, Inc. / Roche
i:;ztuzzgiﬁlﬂi«:fmmwsw&'aoménwinasmuwqugsumqum w2y DiagnOStiCS PathO|Ogy Lab)% HPOIEEI-O'—IIH- E-ﬁ-gl -5|=1

. -+
g2 Ko 7ttt 2L S210|S W 7171E 7AUE K3 2l0|MAR 24 TIT| HO{SIRACE MY AU 28 2 Tkt OI:l-I O‘" EH OI- 01 EI‘%J__II' 7EI. o | AE-i %:' o I- % EI“
2 Tete| XA Ventana Medical Systems Inc. = BIO|QCIQIS] ME S "B2Y HAERXT Re{7|a 8 MY 7|a= #840]

M2E LBC MZ =@ 287|7|9! VENTANA SPA00  7H@BISICE 24 ZIEH2 VENTANA SPA00E &AI8121 20254 68 28-29%,

i S e A s it et e it e "We are proud to announce the development of the
24 Tcto] W] TEt BE Jill German AP (President of Ventana Medical Systems, Inc. / Roche Diagnostics Pathology Lab)2 VENTA NA ® SP 400 by Roc'he/ a //'qU/d—based Cytology

slojectelat 2ol etoll iSO CHE D} 20| HASHRCH

e e | Slde preparation instrument that utilizes: Blodyne's /P
il gl g gl e technology. The instrument will enhance Roche's 1200 U ATIE0| WOReH WENL SPAOD. 2 ZATE
X ZEFRAOW YD, 247t U|RRAR HEW] AFo] TEY MB2 7|9\ WOIE AelLich) Cerv/'c.a/ Ca/’lcel‘ SC/’een/hg portfo//'o and Opens neW - <

opportunities for Roche to enter the non-

gynecological cytology market.”

’ | (#0M Biodyneo! Ip 7122 9N 7|22 B
LBC £2t0| = M|Z} ZH| 2l VENTANA® SP 400 % =

SHA| =[O A WAL CE O] YH|= 272 At

2A2Y 77 ZEZ QS Ystel, EM H|Tc¢|

a MZHe| AFo e M22 7|2 E E0jE AL

LICE)

AVENTANA SP400 %8|
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Global Top-tier Roche2| X} 25 HAF Ql=z2}

Only the Roche Cervical Cancer Portfolio covers the
entire spectrum of screening, triage and diagnostic
testing.

"E70 ATEFE EEEC/E MELHAREH PIgE 27 X X NE| O|2& AFEFE 28 & A4S =
ofe =L 293 AE,«;!g/L//_—ﬁ "

Z7X: Roche & H|O| X|(www.roche.com)

A5 Tct T2 A

Triage

(EE 22 Diagnose

(22

With CINtec® PLUS Cytology

With CINtec® Histol
& VENTANA® SP 400 Cytology ' ec” Histology

CINtec PLUS
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E2429| Pipeline 'VENTANA® SP 400°
-2025 EH#ZILHR Day

Roche Diagnostics industry leading solution pipeline

Pathology Lab

Leading presence in advanced stainin

{ base
ed base

Continue to deliver Disrupt the market with Become a leader in
in areas of strength transformative innovations decentralized testing
BN 1 & E
cobas* Mass Spectro «cobas® vital cobas’click  cobas’ sense
4.1 = 8 L
Workflow solutions
Accu-Chek* and automation in
— W/ cobas’liat o LumiraDx  +” SmartGuide histology and
Roche Sequencing solution CGMsolution cytology for slide -
preparation and
S cobas® px13 Modular Automated Centrifuge cobas* ultra (Next Gen Integrated handling
Efficiency (Pre-analytics) (Pre-analytics) www  LabAutomation Solution) s
Digital ——] navify* Lab » .
I B oo I-@ Mol I | v R
AX|IC
- 2026 E#ZILHIR Day
Recent Key Launches 2026 2027-2029

| 3
'q . - - :
' l | I | ‘
erm—  er——— =
cobas® cobas* cobas® Mass S:zﬁ:;oci cobas® ultrapx13
ISE neo c703 Spectrometry Solution 9 (Pre-analytics)
- -
& he ! @
\.\\ - i
cobas® cobas®
Accu-Chek” cobas® Sense
SmartGuide Gen | 65/8800V2.0 smare

<

cobas” ultra centrifuge

(Pre-analytics)

cobas® Vital

Accu-Chek®
SmartGuide Gen I

’ o ‘ World's largest menu of
3 250+ ready-to-use
o IHC/ISH assays
Leading CDx (PHCS)
portfolio with 60+

pharma collaborations

Largest installed base

of instruments, providing
access to state of the art
diagnostic testing

Next Gen

Next Gen
Adva_n_ced Molecutar
Staining Work Area

cobas® ultra:

Next Gen Integrated Lab
Automation

15
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24y 'HFO| 2CtOI HEO| 2 (Vial) Q1 =2}F0f| Lock-in

H}O| 2 C}Ql HEO| & 24+ Pathology Lab(‘H2|AIR) &% 51 FeEk
=23 Al Digital Pathology2| Gateway Xick A& X212 K| + C|X|H t.gal H2OLojMe] &

I
8
18

Biodyne Blowing Roche Digital ool X|C} & -
S Al A}H ZI5
Technology® Pathology g9 T Hd Mg 28t
< VENTANA DP 200, DP 600 0| E (271 22 SH) : 4| EEI T Workflow 27}
1 < ZZEE2[(Histology) 2t MIEH2|(Cytology) £0k2| HZM(Connectivity)ZHH
Al xH ¥ viol Algos/IMS

\ .

(@

&0l E N = Scanners

=2 25X 7HX| SR M D

0x
ok

CH

% Roche Pharma Z2ist CDx/PHCS $¢ mto|Z 2|0l S AlsHsto] 2HXHS0|
XZH0 o A d2E 4+ A=E K|

Al
(=]

el

Ed Ol S
CIx|E He| =¢ =ty
< PathAl 109 5Hat 2t2{ 914 7|2k (26.05.07)
< E#(Roche)e| 22 HEQ|AQ} PathAl &4l AIZIS 2E3510] C|X|H HE| AFY Q|
AAX NES Zstotn HHO| 2ItOk(Biopharma)oll £
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B MEZZTH Sao| =l S8 A

MEZITH 7| 2l 3 A 243
e®  2035unxl mE satol= U waMof Al KE
o-u - Cytology workflow 7HM(26~27'A)

@ 9

Diriving pleate digital transf tion across the lab,
improving processing speed and cytology workflow

M XIC =

T !
x%<Q

Innovation

= Next generation IHC instrument in
development

= Driving innovation in multiplexing,
PHCS and digital patholog

= Next generation cervical cancer
screening solutions

We make early diagnosis possible for the best cure

AT 7H52t

E - H| 2910t M|ZEXICH 0|2y Mk 2 A3t
Pipeline Future
& F T & w
AR o
o5 A :
'“._J‘::q ‘e "
7 ﬁ |=_.J
CDx CDx+ Digital Non Gyn Triplex
Pathology Cytology Capability

MOZ HPV, STI(EX}IZICHZICH 2l St

cobas® individual HPV genotyping

Cervical Cancer Screening (HPV)

Sexual Health (CT/NG, TV/MG) %3

Qualitative detection and differentiation of all
14 high-risk HPV genotypes individually®

17
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SHA ME BUE U TR BE

|~ A|ZE EHl| (Market Expansion) & 24 2™ (Roche's Power)

o WHO Xt=Z 52} E|X| Zn[Ql 7t&3t

S2E o|R7|7| MEOF A =X 19 HIf HERZ

o SEH XZZRY X7| L Ii2{CHY Hot 8l 20 25 + o X3dRY T MY S 2E 7|2
o XtZHZ| AL AIZF SHCH(HPY, STIS)E 48 23 o HE|AX B MEE(8%) CHH| 2F 2HH(14%) A&
o MMMEHANLBC) AES AU JEE XS &5 o AIZICH SHES S0t HRE 2t MY

ol 9l 7hx] Bl o2

UL\ E79 iy ZPE = bfo[2Lf2l 7[=(bf0/2f, E2& E{I=ZA])0f Lock-in

We make early diagnosis possible for the best cure 18
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Earlypap®

=HO (=) XX 74 A
03BN I2 37 H&ET) 22U HS i
- Z|TO|Lt SOHE T ESH JHAL 0| QB AIZH, FTXQl 2H|, 2/ & AlHe
1 coLLECTION 2Z AT T3 RN Ay, gXQl Eatent J|E B3, TuHL AR §

3 TESTS
a| 2L

Y2 Z0stn SA9...
OFZ 2 2ot

=X: WHO SH|O|X| (www.who.int), MDPI &3l ZFst 2t o5t X'd Cancers(Based) 20 422

We make early diagnosis possible for the best cure 20
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Bloom & Grip technology®(E& & & HA=ZEX|)
- MAIZEZZ Xt7ExHF HPY, STI(E'8), LBC(MIZ) HIAEJ} 7Hstt HMHQ 7|=

d

« BAIQ G| ETL &R T £ 22 HEHC| Bloomlt £ S22 22 HEHQ| Gripg "3t 7=

=<
« Bloom & Grip® & 282 = ALE510] MZZ THOFE X .

I_

o STD, HPV % X3 ZAE MIZL| Xt7t M F 7t 7hsT Xt M= 3 EX|
E£35|Z(M10-2023-0099543%) U 2 &

o A3 TEL SEMZE MFE 21T HE{A| 3= §5F5(HI10-2944258%) U SE
o X2 TEO Cist Z2bMZ M3 X E5F(M10-9437255) U 3=
o NS3EFME NFE A Sl X S55(M30-13116912) A S &
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v 22nd International Congress of Cytology &7\ (0/E'2/0f &|2WX] 2025. 05 .11 ~ 15)
Earlypap 2 2{A| Best E-Poster M7d, YE (GYNECOLOGICALZOF £1E)

E-Poster 10671 & Best E-Poster= 304 MH 2/

= OFE 571 1E)

671l 2 OF (BREAST, GYNECOLOGICAL, SOFT TISSUE - BONE- EFFUSIONS, LYMPH NODES-SPLEEN-THYMUS-LYMPHOMAS, LUNG, THYROID/SALIVARY GLAND)
v Earlypap® % AlH

M=ZEZI ZARE HPV, STD AALS QI8 X7t ki3 &

We make early diagnosis

Experience the charm of Florence.

INTERNATIONAL
2 2 CONGRESS OF
CYTOLOGY

FLORENCE, ITALY -
TOMAY- 1= 15, 2025
Fortezza Da Basso

12:45-13:35
E-POSTER AREA

Ritu Nayar,

13151325
Nr.206

Comparison of performance between Earlypaps

BItot Al =|=2] e+

Comparison of performance between Earlypap® (self-sampling)
and colposcopic cytobrush (clinician-sampling) for liquid-based cytology

and Human papillomavirus testing in cervical cancer screening

Objectives
= [ Colopmmeope eyt (ki) e
eslell=EEee R s s [y ————— ()
prevention. Tl am
+ Human papillomavirus (HPV) testing is as effective as cytology for screening B WD 8AN 108 WE) EL) S0S 1RO SOLG gg e
cervical cancer and HPV self-sampling becomes a major screening method in the G0 wEen 208 00N BE.  wEre 1em om0 :ewn
areas with limited access to health services. W MO AUD 00N WAL WAES GLD 108 mELH

+ To see f sef-sampling using Eariypapd® is sutable for cytology and HPV testing, o U HEN iwem epL ben as s

we compared the performance between Earypap® selfsampling and 0% 2O 205 000 3E3 seew 2o o0o  Les

‘eolpascopic cytobrush by a clinician for cervical cancer screening in real practice. 200 1ZESH 16N 000 08 1BELY 168 000 2025
A s r{- g v
e s e s T Gl GGG 4 3
of South Korea. Matched two specimens in each person; 1) self-sampling using

Earlypap®, followed by 2) collected by a clinician Using colposcopic cytobrush,

+ Randomly allocated for liquid based cytology (LBC), polymerase chain reaction
(PCR) for 14 different high-risk HPV (HR-HPV), and PCR for sexually transmitted
diseases (STD) indluding 6 different organisms, a fungus, and human simpiex
virus 12. LBC using PATHPLORER, randomiy interpreted by two pathologists.

+ The level of agreement of Kappa values between two sampling methads for LBC
and HR-HPV using R program (R version 4.1.3). Approved by the Institutional
Review Board of Chungbuk National University Hospital (No.2024-09-012), and
written informed consents obtained from each patient.

™ Eatyp el =
S e sscus o mm w sna asous isn mew SSee

T e 763 2D 20N 80D S0 TED S0B 204, 00,
S0 1S SERD SEN 306 1G9 IEH BED 080 325 108

 OF 520, twelve (2.3%) and six (1.2%) women were diagnosed as low grade
B BN W BED AN 1S 100 20026 26D 309 L0

squamous intraepithelial lesions (LSIL) in Earlypap@® and colposcopic cytobrush,

W DB WG 4G 0N VWO 208 WEBSH IED O G0N respectively. Both methods demonstrated the same cytology result for high
S5 205 SEES 008 0N VMY 0EN WE) LY 0LH G0 grade squamous intracpithelial lesions (HSIL) in the two women (0.4%).

+ Al specimens with abnormal cytology in Eariypap® andjor colposcopic
0 30ES 2GS0 16D 0NN 0RO I08S 12630 163) 000 960
e e €ytobrush tested positive for HR-HPV. For prevalence of HR-HPY, the 77 wamen

(14.8%) were tested positive in Earlypap® and the 67 women (12.9%) were
positive in colposcopic cytobrush.

pa values between Earlypap® and colposcopic cytobrush were 0.67
(95% CI: 0.53-0.82) for cytology and 0.79 (35% CI: 0.71-0.87) for HR-HPV,

C.G. Wool

BEST
E-POSTER

“Biodyme Co, L, Seou, Republic of Korea
“Motaan Woman Hospital Cheanglu, Rapublic of Korea

possible for the best cure

3.1 ’.'T‘-lf,,

e University Colage of Medieing, Chaongiu, Repubic of Korea
1t of Pothalogy, Chungbui Netisnal University Hespital Chaangiu, Republic

[sen-szmplmg| and pli ,, -~ indicating a strong level of agreement.

and Human oy e « Organisms for STD were found in 48.5% of Earypap® and in 46.5% of
cznm:l cancer screening. Earlypap® [self- gmp|mg) Farcylnlogy 2 - colposcopic cytobrush.
and HPV testing in cervical cancer screenin, -

Conclusions

« This s the first study in the world to evaluste self-sampling for cytology and
HP testing using the matched samples in each person,

* Self-collected sampling using Earlypap® provided the specimens for cytolagy
and HPV testing as reliable as colpascoplc cytobrush,

IERERRE]

= Application of Earlypap(® to women wha have a limited access to health services
would be important far cervical cancer screening.

CBNUH PATHOLOGY
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HPYV self-sampling improves
Screening for cervical cancer

HPV SELF-SAMPLING IMPROVES

SCREENING FOR CERVICAL CANCER

This can contribute to

ELIMINATING
CERVICAL
CANCER

as a public
health problem

Cervical cancer

is the 4th most frequent
cancer in women.

HPV self-sampling is:

~ Convenient
v Cheap

ansv
v Painless

World Health
Organization
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Home > News & Events » Cancer Currents Blog > FDA Approves HPV Tests That Allow for Self-Collection in a Health Care Setting

Grants & Training ~

News & Events

About NCI ~

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

Care Setting

July 24. 2024. by Shacon 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 do not want a pelvic exam. However, the collection, which involves a
swab 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.

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 NCI's Division of Cancer Prevention.

TP
W

American
Cancer
Society

&llAbout Cancer 3 CangerTyoes > CenvcalCancer > £ash

Cervical Cancer

About Cervical Cancer
Causes, Risk Factors, and Prevention

Oiagnosis, and

All About Cancer

Progams&Services  WaystoGive  Getinvolved  Our Research& Journals  AboutUs Q search

tion. Diagnosis.and Stagiog. > Screening Tests for Cervical Cas

The HPV Test o

The most important risk factor for developing cervical cancer is infection with human

Staging
Can Cervical Cancer Be Found Early?
The American Cancer Society Guidelines

for the Prevention and Early Detection of
Cervical Cancer

Cervical Cancer Prevention and Screening

Financial tsses
Screening Tests for Cervical Cancer
Pap Smear (Pap Test)

What 10 Expect Ater an Abnormal Pap.
Smearor PV Scrvening

The HPY Test

Signs and Symptoms of Cervical Cancer

(HPV). Doctors can test for the high-risk HPV types that are most likely to cause cervical
cancer by looking for pieces of their DNA in cervical cells. The test can be done by itself (primary HPV test)
or at the same time as a Pap test (called a co-test). You won't notice a difference in your exam if you have
both tests done.

The HPV test is most often used in 2 situations:

* The ACS recommends the primary HPV test” as the preferred test for cervical cancer screening for
people 25-65 years of age. (*A primary HPV test is an HPV test that is done by itself for screening. The
US Food and Drug Administration has approved certain tests to be primary HPV tests.)

* Some HPV tests are approved only as part of a co-test, when the HPV test and the Pap test are done
at the same time to screen for cervical cancer. Because a primary HPV test may not be an option
everywhere, a co-test every 5 years or a Pap test every 3 years are still good options.

Both the HPV and Pap test are usually done during a speculum exam.

Another option for the HPV test s for the person to use a kit to collect a vaginal sample themselves, either
athome or while being supervised by a health care provider. This is called self-collection or self-
sampling, and it doesn't require 2 pelvic exam.
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