Ty I§ ung thw
trén 100.000 déin

A < - NAM NO
CAC PHUONG PHAP XET
NGHIEM TE BAO CO TU’ CUNG [t G= Gz cung
3. Da day .Pai trang
4. Pai trang . Da day
5. Thye quan . Phéi
PGS. Hira Thi Ngoc Ha 6. Ttéyén tién liét .Gan
" 3 g 7. Hoc miéng . Than tir cung
Pai hoc Y Dwoe TP. HO Chi Minh 8. Vom hiu - Tuyén gisp
9. Thanh quan . Budng trirng
10. Da 0. Hoc miéng
LICH SU PHAT TRIEN TBH Tam soat té bao cé tir cung lam giam manh

ty lé tir vong do ung thw

Nam 1928, George Papanicolaou gidi thiéu BUE pre

PP TBH dé phat hién cac sang thwong ac
tinh va tién ung thuw CTC

Cases per 100,000

Thanh céng clia Pap test |a tién dé phat trién

céac ky thuat chan doan ung thw bang TBH &

cac co quan khac.

nam

Source. Amencan Cancer Socety, 2004



PHUONG PHAP CHUAN B| PAP TRUYEN THONG - PHUONG PHAP

TIEU BAN TE BAO HOC CHUAN B| TIEU BAN TE BAO HOC
‘ | Py /s, Spatula: 5 .
Hai hinh thirc chinh: ~ 2 / Dan trai mau métlan doc theo 1 nira

lam kinh v&i 4p lwc vira phai dé dan
va chat nhay, tranh moéng cumté

- Phét truc tiép 1én lam kinh bao, tranh dung Ic manh c6 thé

pha huy té bao
- Céc ky thuat tap trung té bao: ly tam, cell block, i
2 < - rusn:
monolayer (Liquid based cytology: céng nghé TB - Lan cdc soi ban chai lén 1 nwa lam

—_— s kinh bang cach xoay can ban chai
dua trén chat long).
Broom:
Dan trai miu giéng nhw quét son,
quét 1 ntra slide bén nay lat dung cu
lai va trai sang bén con lai

PAP TRUYEN THONG PAP TRUYEN THONG
PHETTEBAO | PHETTEBAO

S
e )

) 2006 Michaal A Kaha D DE

TE BAO Hocl




PAP TRUYEN THONG D nhay cua Pap truyén thong

Clinical Use
s pbm---- 100

CHAI TE BAO

AHCPR Screening 37 b——@—— 66
Population !

58%

Fahey Screening 49 |—— 67
Population ?

Fahey High-Prevalence 66%
Population 2 58 |—@— 73

Mean Sensitivity of Conventional Pap Smear (%), 95% CI

1 Agency for Heath Care Policy and Research (NMCPR) Evaluation of Cenncal Cralogy 1956
2 FaheyMTet al Am.J Epidenyol 1995141 680689

TE BAO LHOC]

Han ché trong khau lay mau cta Pap
truyén théng

Han ché cua Pap truyén thong

« LAy mau /15i chuan bj miu * Phan tram té bao dwgc chuyén Ién Slide
~ Khéng lay dwoc té bao bat thwong l 23
— L4y dwoc nhieng khéng chuyén duwge; -0 2™ Hnh o té 5
y awg 9 g chuy ¢ gia Hon 80% te bao c6
té bao lén lam kinh ‘ thé bi loai bé theo
— Té bao khéng dwoc bao ton tét ) dung cy ldy mau

sau khi phét 1én
slide trong Pap
truyén thong'

+ LoOi tam soat 23
~ Ngwoi doc bo sot té bao bat thwong | 1/3
~ Khéng phan loai dworc té bao mot L&i &m
cach ro rang tinh gia

Endocervical Broom-like
Brush/Spatula Device

rhing s 1 0% P qt 1915944
1 Huchanson "'Lf( a. Am J Clin Pathal ’4‘0_‘_ 101215219 Huchnson ML et al . Homogeneous samplng acoounts for he ncreased diagnosic accuracy using
2 LinderJ, Arch Pathol Lab Mad 1998,122.135-144 1 & - > -

= : [T o " #ie ThnPrep® Processor, Am J Glin Patholo 1994, 215219 12
3 Agency kor Heath Care Policy and Research (AHCPR). Evaluation of Cerwieal Cytology 1999



CAI TIEN THE THINPREP PAP TEST

- L&y méu: Bénh pham sau khi lay tir CTC dugc suc - Puoc FDA phé duyét nam 1996
riva vao lo dung dich réi chuyén téi phong thi nghiém - Céng ty Hologic, My

- X{ ly méu ( ra lam):
* Tw doéng bang may: ThinPrep, SurePap THE

+ Sir dung may ly tam dé tap trung bénh phadm > .
dung pipet hut bénh pham trai Ién lam: Liqui Prep T}’l Z nprep

. — PAP TEST

mang loc co kiém
soat. tach té bao
tr  mau bénh
pham

Quy trinh lay mau ThinPrep Pap Test ThinPrep® Pap Test: QUY TRINH XU’ LY MAU
Obtain
Liy miu Xir ly mau
Broom E [”n\::;;;fi:;ff;‘ls'\[’?ld t'? th:éa; ch:zgg
[

Tighten Cap

or

f
l

i

P

\
|

Spatula

— +

a8 =8

Phén tan / Thu thap /IChuyén té bao Ién slide

\V/ |
Wi

l




CONG NGHE NGHIEN CUU TB
DUA TREN CHAT LONG

Liquid-Based Cytology

L
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Hé théng xtr ly mau hoan toan tw déng

Uu diém cta ThinPrep® Pap test

Pap Smear truyén théng ThinPrep Pap Test
= w f e o -~ we
o q .

« Phin Ion cac té bao b loal bo

v

« Thu thap duoc hiu hét cac té

ma khong dwgc phan tich bao
—— * Khéng chuyén dugc hétcic 8, phan tich ngdu nhién va dién
bao lén slide hinh cic té bao

« Té bao ty lai thanh dam va
chéng 1én nhau
o Vitruong téi

« Céc té bao phan bé dbng déu
« Vitrwong sang

Source: Huchinson ML, <t al Am J Chn Pathod 1994,101 215219

May ThinPrep 5000 ¢6 Kha nang xir Iy 20 mau bénh phém
gyn. hodc non-gyn. trong mét lin

ThinPrep® Pap Test: Cac chirng clr 1am
sang dwoc FDA céng nhan

* Hiéu qua trong viéc phat hién sém ung thw cé tr cung
» Mdu té bao dwoc cai thién ca vé chit lwong va sé luwong

+ ThinPrep phat hién dwoc HSIL cao gép hon 2 1an so véi
Pap truyén théng (OR=2.26)

Tang ty Ié phat hién HSIL

Tang ty 1& phat hién tén thuwong té bao biéu mé tuyén, diéu
nay da dwoc chirng minh bei cac nghién clru da trung tam.

« Cung métmau bénh phidm c6 thé sir dung cho test HPV,
Chlamydia trachomatis and N. gonorrhoeae

Source: ThinPrep® Pap Test Package Insart. Cytyc Corporation, 2003 »



ThinPrep® Pap Test: Tang ty Ié phat hién HSIL

Selected Published Peer-Reviewed Literature
Direct-to-Vial

% Increase HSIL
Author, Date Journal over Cony. Pap

173%

Lab Med

gn Cytopathol
Med

Limaye, 2003 Arch Pathol Lab Med

CP=Convertonal Pap smear

Ung thw biéu mé ndi mac tr cung

ThinPrep® Pap Test so v&i Pap smear truyén théng:

ThinPrep Pap Test o do nhay cao hon trong phat higén
ung thuw té bao biéu mé gai CTC

87.1% vs. 55.5% (p=0.108)

ThinPrep Pap Test cb do nhay cao hon trong phat hién
ung thw té bao biéu mé tuyén CTC

42.3% vs. 11.8% (p=0.045)

Két qua sinh thiét cho thay ThinPrep Pap Test phat hién
ung thuw te bao tuyén CTC cao hon so v&i Pap smear
= truyén théng

17.2% vs. 7.0% (p=0.083)

Schorge JO. ¢t ol Cancer Cyfopathol 2002 56 338-33

Phat hién AGC bang ThinPrep® Pap Test

Schorge et al. Cancer Cytopathol. 2002

Do nhay cao hon trong phat hién ung thuw
CTC va ung thw biéu mé ndi mac t&r cung

72.0% TP vs. 41.5% CP (p<0.001)
Giam ty Ié am tinh gia

28.0% TP vs. 58.5% CP (p<0.001)
Giam “AGC - undetermined”

26.2% TP vs. 50.0% CP (p<0.002)

—— Do nhay cao hon trong phat hién ung thw

biéu mé ndi mac t&r cung
65.2% TP vs. 38.6% CP (p<0.010)

Do dac hiéu véi ton thwong té bao tuyén
ThinPrep® Pap Test so v&i Pap smear truyén théng:

Guidos et al. --- 93% ca ung thw té bao biéu mé khi [ém
ThinPrep Pap Test cho két qua dung khi lam sinh thiét

Bai et al.? --- ThinPrep Pap Test dac hiéu hon déi véi tén
thuong biéu mé tuyén ndi mac tir cung
14.3% vs. 2.8% (p<0.05)

Schorge et al.® --- Két qua té bao hoc ThinPrep Pap Test
cho thay khuynh huéng lién quan gan hon véi sinh thiét

—— 50 V@i Pap truyén thong.

45.9% vs. 32.4% (p=0.082)

1. Guudos, B)  Diagn Cytopathol. 200023 280-25
2 Ba H Diagn Cytopathal 200023 19.22
3 Scharge JO @ al Cancer Oopathol 200296 3383431



; . ® "
Xu huvc?ng str dung ThinPrep® Pap Test trén ThinPrep
toan cau

USA @
~90% sw dung Licuid-based cytology (LBC) trong
xét nghiém Pap & My

Trong do ~ 87% bac si str dung ThinPrep® Pap Test
UK

Thay thé dan bang phwong phap Liquid-based q ‘
Chworng trinh tam soat ung thw CTC Quoc gia st .‘ .y -
7 = 11*
L =<

ThinPre p) Ll na ifie.

dung phwong phap LBC nhw la tiéu chuidn cham séc o]

strc khoe o p,
Switzerland New Zealand -
Hong Kong Portugal
The Netherlands Spain
Ireland Belgium

Lo dung dich ThinPrep dung dwoc

FRINESpE REAging B ystem cho ca xét nghiém té bao va phan tr

Str dung ky thuét dinh luong muyc tiéu dé danh ThinPrep la xét nghiém Liquid Based duy nhét
dau nhirng té bao bat thudng dwoc FDA céng nhan cho Out-Of-Vial HPV Testing
Chén doan kép tw dong bang ky nang clia nha u‘:&‘z‘;g gl;:g < . Chlamydia
té bao hoc ~

nﬂ‘mPrq"j

——

Puoc FDA chép thuan (June 6, 2003)

—_— Tang dé nhay véi ASCUS+ T ’ =4 ! ;
Tang dd dac higu voi HSIL+ esting E o ~ onorrhea



SurePath: Quy trinh 14y miu SurePath: Quy trinh xt ly mau

— Dispense sample into
. centrituge tube filled with
Sample Collection o Dty Reigiot
nsert syringe
into vial
through the cap o
First Second PREPSTAIN
l centrifugation centrifugation
5 2 Minutes 10 Minutes
l @ 200x8 @ B00x g
4 Vortex Vial 1 l
= W/ sample

Sedimentation  Ssweam

<l Supernatant —l_
E Vicd
’ > ’ J I‘rrlltm'f.y.c> > J .
""1 Enriched - Decam |
: V- Dimmomc Y
Material

VORTEX PREPMATE CENTRIFUGATION X2

ThinPrep vs. SurePath

|
50,000 cells
28
G
S Ry ‘
“5 1.3 cm circle
—SE 60,000 cells

PrepMate™ Centrifuge PrepStain™ p—

[ Vortex, Computer, Tube vacuum, vacuum pump I

2.0 cm circle

ThinPrep




FDA approved FDA Labeling

S
- ® ™ W .
®C3 Thmfrep va §ureP3th déu duoc chi dinh # Hé théng ThinPrep® ® Tiéuban SurePath™ dugc
thay thé Pap truyén thong. 2000 cho hiéu qua cao chuan bi béi PrepStain™
hon déng ké so véi Pap System cho két qua twong
truyén thdng... tu Pap truyén thdng...
INTENDED USE
u sl con
dhmmlfwm&w Ehh' of&-,.], 'ceﬂa.ugn:;l. EOEITS o~
cancer, or 33 precwrsor Jessons - Squamous Intraepithelial Lezons, Hi | 73 (= T e e p— ep——ppr——
g s S e e || ..:.”&?:;u
Sty The 'hkqiux:ﬂS\’m[‘uu!ygoémyw'nﬁ%‘mauwmm ool il e vt ampinis s od 1y The B e e bhenrysesngn i e o o ety e Uasssfoney
i.“mﬂ. P W:‘m : "‘-I _-mm?'" Too ThiaPop 1000 e s gty com alcs s Py SKBuutSdﬁ“MchndBmhmk
0 e oy b denctnns of Lo g e * o L1 and et e ™
(fmety AwoCyse? PREP t56e)ar areedfo e e sceesing 1 etconof e 2300 s g Saeh sﬂuhskudumhmﬁim‘nmht
e e o e e o . s || Bl i e
— : s s | | e e
TP PI Page 1 and SP Pl Page 1 TP Pl Page 4 and SP Pl page4
PR y—— 4
Ra d&i nam 2004, » S dung k¥ thuat ly tam dé tap trung té bao va trai té
- Céng ty LGM, My bao béng pipet 1én lam .
Str dung tai: Brazil, Panama, Ecuador, S. Africa, - _
India, Argentina, Trung Quéc,... * St dung:

- Chét bao quan (Preservative): Alcohol

Ligw-wzz> Cleaning Solution . . )
- DD lam sach (Cleaning Solution ): loai bé mau ciing

e nhw cac manh vun té bao va mét dung dich gidp té
\‘ A P d e g
:> bao bam lén lam
— | I_OOOQfOfulOInnmsl

- DD két nang (Cell base): gan TB vao lam *




Liqui-PREP : Quy trinh 14y mau Liqui-PREP: Quy trinh x( ly mau

-Bura phéin (0ng ctmg & gilra chdi véo tuySn o5 trong 1. Thém 4 mi dung dich Iam sach vao bng ly tam d& danh d4u.
kénh cb t&r cung 2. Trdn ky méu bang céch vortex.
3. Rét mau vao 6ng ly tam.

- Xoay nhe nhang chéi té bao Cervex® ndm vong 4. Ly t3m 1000g trong 10 phit

- Théo dAu chéi cho vao lo dung dich bao quan 6. Pha loang c&n TB v6i dung dich két nang TB (ti1¢ 1:3)
— —+#. Tron mau ngay truoc khi dwa 1én lam bang cach vortex.
- Van lo that chat. 8. Dung pipet hut té bao dua lén lam,

9. Dé khé trong 20 phit, nhudm va doc mau.

c of cytoiogical and gical (bopsy) diagnosts coacordant rate 10 Ligul-PREP with Pap-Smear LiQUi'PREP

Histological Cytological diagnosis Liqui-PREP
diiﬂllOSiS (biopsy) ASC-H LSIL HSIL AGC GCC SCC Total - Khéc blét Chén doén Cé y ngh-l-a glﬁ’a 2 hé théng
Total 98 567 183 13 6 57 924 L
il &2 541 16 8 E &4 865 CPS and LPT (93.6 vs. 78.4%, P =0.001).
% of agreement 939 954 902 615 833 947 936 » Khéac biét chan doan c6 y nghia trong chan doan
Histological Cytological diagnosis Pap-Smear LSIL (95.4 vs. 78.9%, P =0.001) va HSIL (90.2 vs.
diagnosis (biopsy) ASC-H LSIL HSIL AGC GCC SCC Total 76.1%, P =0.001).
Total 19 128 8 5 5 19 264 » Tang ty Ié chan doan ASC-H (93.9 vs. 80%) va
Concordant 5 101 & 3 4 VU W Carcindm TB gai (94.7 vs. 89.5).
% of agreement 80 788 761 60 80 895 784 I - R & 2 s

_ = Khac biét khong co y nghia trong chan doan AGC
ASC-H-High-grade squamous intraepithelial lesion; LSIL-Low-grade squamous ] ° - -
intsapithalial losions; HS. - High grads squmworis intraspithelial lasions: AGC-Atypiosd (61.5 vs. 60%) va Carci ném tuyén CTC (83.3 vs.
glandular cells: GCC-Glandular carcinoma: SCC-Squamous cell carcinoma 80%)

Ngubn: Haa Deshou , Clinical utility of Liqui-PREP™ cytology system for primary Ngudn: Hao Deshou , Clinical utility of Liqui-PREP™ cytology system for primary

cervical cancer screening in a large urban hospital setting in China, 2009 . cervical cancer screening in a large urban hospital setting in China, 2009 .



Liqui-PREP Liqui-PREP

= Do sach nén lam:
- loai bé duwoc hét hdng cau va chét nhay,
nén lam sach, té bao dwoc bao quan tét hon, Liqui-PREP: TB duwoc trai méng, déu trong

hién thi ré rang, phan tan déu hon, bach cau ;
phan tan déu, khong che l4p TB. mot vong tron dwdng kinh 174 mm (dién

- ti 1& lam khéng dat yéu cau chan doan cla tich khoang 314,2 mm?), giup giam bot thoi
phét nhing dich Liqui-PREP thap hon so voi
phét truyén théng (0.02% vs 0.05% tuy tirng ——

» Thoi gian doc lam:

gian doc mau so v&i phét truyén théng (dién

NC). tich khoang 1500 mm?)
Nguén: Gayer James et al. Evaluation of Liqui-PREP™ encapsulation method Ngudn: Gayer James et al. Evaluation of Liqui-PREP™ encapsulation method
for liquid-based cytology: cell loss estimates during processing. 2004. for liquid-based cytology: cell loss estimates during processing. 2004.

SO SANH LIQUI-PREP & PAP

Liqui-PREP
TRUYEN THONG
Hiéu qua san pham: B i
» Chi phi m&i xét nghiém thdp, khong can thiét bi dac biét, thao tac Cytology
thure hién don gian o2 3 —a
» Loai bé hdng céu, chét nhdy, gidm sy chdng I4p té bao, ving kiém Celbaarity Ciean Uakorm Wiacts  Conde A Celudar rerabuicy,
tra trén lam nho hon => tang téc d6 va tinh chinh xac cho viéc doc e ::?m ,?mm ros :?:?—1 = ,:"
méu Pap wmear 13 pasests reqused Higvy Wighty Yeu Mighty presented  Nore semmaaly
e medtple sanipies Not glean prevenned precected
» Gir duoc hinh thai t& bao ban dau
0, < 4 0,
« Bao quan cac tdc nhan gay bénh khac (ndm, vi khuén,...)> gitp HASC-US %ASC-H %LSIL %HSIL AGC
— phathién 1 sb tac nhan gay nhién tring: HPV, Chlamydia . LIQUI-PREP 6,8 0,31 18 0,58 0,41
A . BN Conventional 2,3 006 041 028 006

» Sir dung toan bé mau, cho phép tiép tuc st dung cho céc xét Smear
nghiém khac (DNA, Protein)

= Buoc thiét ké cho ca nhirng xet nghiém khong thudc phu khoa Ngudn: Hao Deshou , Clinical utllity of Liqui-PREP™ cytology system for primary

cervical cancer screening in a large urban hospital setting in China, 2008.



So Sanh cac LBC

Liqui-Prep ThinPrep SurePap
Phan tan TB | 4 4
Ky thuat ra lam Tht cong Tw dong

Budng kinh . 174 mm . 20 mm

vong tron lam
FDA phé duyét N/A Yes

NCLS | + +++

Gid thanh/test | #300000VND | 500000VND | 150000VND

KET LUAN

Pap Smear truyén théng la xét nghiém sang loc rat
thanh céng trong khuén khé cac chuong trinh tam
soat ung thu Cé t&r cung nhung ty 1é am tinh gia cao.
The ThinPrep Pap Test da dwoc FDA phé duyét co
dd nhay va dd dac hiéu cao hon Pap truyén théng
trong viéc phat hién HSIL, LSIL va cac tén thuong té
bao biéu mé tuyén.

SurePap dugc FDA phé duyét, tang ty I& phat hién
HSIL so véi Pap truyén thong.

Liqui-prep la k§ thuat don gian, giGp cai thién chét
lrgng méau so vai Pap truyén thng.



