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i E.[HM] A cobas 4800 £l Fl careHPV AFLL# # (human papillomavirus, HPV ) £
W5 T 8 U O A 00 R O R — Sk, [ 5k ] ARBESE A 856 A SR AT 4, SR H] cobas
4800 FI careHPV Al J7 ¥ % & SUBL 7% 40 AR A #E4T HPV DNA K2l . LU B2 2127 O S pife
WAl careHPV 1 cobas 4800 # i} & #1 b B NI 28 2 (cervical intraepithelial neoplasia grade 2,
CIN2) B UL 139 N B9 A3 Rtk Fn e 1k o R MceNemar K6 56 X5 W0 FhokG 0 77 vk 3047 — BOmE A& 06 . [ 45
S B 853 B i L i AT SR I 45 SR A B it T, careHPV Hil cobas 4800 #: i HPV DNA FH
P25 & 37.1% (316/853)F1 39.3% (335/853), cobas 4800 K ill 71 careHPV 45 i} HPV DNA —
HR N 83.2% (710/853),Kappa=0.65 (95%C1:0.59~0.70), careHPV FI cobas 4800 #i i CIN2+7)
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(95%C1:81.3%~99.2%) 1 63.2% (95%Cl:59.7%~66.5%), T &g M AG it i) 853 &4 id L&
HPV16 Hl HPV 18 Y J& 4t R 43 5l hy 13.1% 1 2.6% , 1fi 7 36 fil CIN2+ %5 A ' ,HPV16 i
HPV 18 ARG 535 0 77.8%F1 2.8% ., [ 4518 ] careHPV Fl cobas4800 1 Jhy 41 it J5 i A% t CIN2+
P — S5CPE -, B T PR R 3k ST AN [R] AR £ 34, I 2 A B 224 b 1 48 % K SR sk B T 0 A 1
HPV DNA K& 77 .
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A Comparative Study of careHPV and cobas 4800 for De-

tecting Human Papillomavirous

CHEN Feng, LIN Chun-qing, WANG Hong, et al.
(Cancer Hospital , Chinese Academy of Medical Sciences,Beijing 100021, China)

Abstract: [ Purpose | To compare effectiveness and accuracy of careHPV test and cobas 4800 test for
detecting human papillomavirous (HPV) DNA in the cervical cancer screening. [Methods] A total of
856 women were enrolled in this study. HPV DNA of cervical cell specimens was detected by cobas
4800 and careHPV. With the pathological results as golden standard,the effectiveness and accuracy
of careHPV and cobas 4800 for detecting cervical intraepithelial neoplasia grade 2 (CIN2) or greater
were evaluated. McNemar test was used to evaluate the agreement of careHPV and cobas 4800 for
detecting HPV DNA.[Results] A total of 853 women with valid testing results were included in the
analysis. The positive rates of HPV detected by careHPV testing and cobas 4800 testing were 37.1%
(316/853) and 39.3%/(335/853),respectively. The total agreement of these two methods was 83.2%
(710/853) with Kappa value=0.65(95%CI1:0.59~0.70). The sensitivity and specificity of careHPV and
cobas 4800 for detecting CIN2+ were 94.4% (95%Cl:81.3%~99.2%) and 65.5% (95% CI:62.1% ~
68.7%),94.4% (95%Cl1:81.3%~99.2%) and 63.2% (95%Cl1:59.7%~66.5%) ,respectively. The rate of
HPV 16 and HPV 18 of 853 women were 13.1% and 2.6% respectively. Among the 36 women with
CIN2+,the rate of HPV 16 and HPV 18 were 77.8% and 2.8% respectively. [ Conclusion] There is
good agreement between careHPV and cobas 4800 for detecting CIN2+. Due to different advantages
of careHPV and cobas 4800,the tests used for detecting HPV DNA in cervical cancer screening
should be chosen according to the levels of local economy.

Key words: careHPV ; cobas 4800 ;human papillomavirus ; cervical cancer
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S A8 B 0 A 2, — TR B M B A AR O R
HPV16 Fil HPV18 B 14 10 4E PN E 1 1 fz 8 A8
By BFUR AR50 17.2%F1 13.6%, H [ 4= [E HF
Ji %) S O A 7 H v, SR L IR RS R L £/
2 7 LG €5, (VIA/VILD) 2547 B 200068 K98 115 96 722 1) i
A, 7EHE HPV DNA A58 %A W T KRR Y
AT # . 7 HC2(Hybrid Capture I, PR H], 5
[ ) Rl - AF & B careHPV (BLASZA 7], SE [ ) J&— Fil
faTop . PR A RCHBEM 9 HPV DNA A3 J7 7% ),
cobas 4800 (% [K/A Al , 3¢ [H ) J&—Fp L T R A W6
I (PCR) 4R 1Y HPV DNA Kl 7% . cobas 4800 £
Iz A FE R 14 Fofrvmg e 00 9 St b3 v LARE S5
PEXF HPV16 F1 HPVI18 i 17 4r &, A WF 58 K X
careHPV Al cobas 4800 il £ A F T HPV DNA i
WA He 4341, i HPV DNA R4 AR )3z v T
4 [ R B S0 O A R AR AR

1 #REHE

1.1 #RITH

2011 4E 3 A & 6 HAETm A Frim ks 2 4
kS (T REBREB AL 81 L 3 22 HPV DNA A&
TRV T L e 0 7 B Oy v B A 7 B O A, AR
B SIS AN AR A AR TE A 856 ARG, H
Hh A 5 By S O A 0 0 PHPE 9 10 Lo F 109% B HL B
PEF . BFSERTGAE RS 25~65 % A PEAETG S  H AT AR
WA RS H G 8 JA U E L R IR AR G
B JC T E VI bk BT IH R T S AR i
FEI I L 4 2 B NG TR 7 1
1.2 RARE

TAR A= A FH LA B JURAE Il 75 $40 H 4k
Jill BBCEY 25010 7 AN M AR A A DCM 8 il v, G A7
£ DCM PRAFW H B9AR A T careHPV Kl [R] :f
T 2 SR A5 Bl AT — 19 A A 74 400 2 DR A7
F AT cobas 4800 &
1.3 HPV DNA #i
1.3.1 cobas 4800 #& |

cobas 4800 155 & A A FL 3k J58 9 75 A6 T & — Fh 18
it PCR ¢ 8% 3F 47 f& 4 & 00 ) £ R, fig 4% 4 0l
HPV16 . HPVI8 FIH At 12 F & f& % HPV (31,3335,
39 .45 .51.52.56.58.59 .66 Hl 68),cobas4800 il 3
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BALFE P AR, o A s bR A A A R
HUAH i B2 HPV DNA, #&J5 i i PCR 5149 %F HPV Al
B-ER & (1 H #5 DNA JP A 479 1, §7 8419 H Ax
DNA J7 51 5 HAH R 128 SR ET 25 6, iz ke Il 1 2k
WRETA 4 B, 2052 HPV16 HPVI8 B-BREH & 12
P HC A 55 6 Y HPV , R 5 23 5 AS 8] 14 5 56 e kL b
0 3 S N 5 ' 15 5 i HE AR HPV A28
i B-BREE oA T R R AL 08 8 (R A AR T
HPV DNA Kl , HPV18 1 12 F HoAth =5 & 78 51 0 28
[ (cycle threshold cutoffs) <40 | K I A BH M 45
A, >40 H B-BRET A A 50 0050 2 Ry B PR 45 2R | 5
WIRE R TeRL 45 5 . HPV16 JE 3R I {H < 40.5 % R FA
YA R >40.5 H B-BREE R A 280000 4] 5 Oy B R
SRR TCR A R B — A I L IR 3 S 15—
A BRI XoF B A — 4 BH P R
1.3.2 careHPV #:

careHPV & — 1] FH A= WA A 2% iR 23 22 6 I %
AR T AF ORI B, R LA I A L 2R A
Kl . careHPV A LLAG il 4 14 #h & fE HPV 74 5]
(16,18 .31.33.35.39 45 .51 .52.56.58 .59 .66 F 68).
MREA TR &4 G HPV DNA B HPV DNA 84>
5 R A BRAT A B AME RNA R EF2E 17 2% 5 I 1L
DNA:RNA 72324 . 204 HT DNA:RNA Z2 52 I HiiR iy
WEEK PTFE DNA:RNA 28 38 W4l 4, DA {55 E 4%
WIS o HETT, — S A O W IR I 1Y BT DNA:
RNA Z2 32 Wik, 50481 DNA:RNA 2% 28 9 1
o S, ARSI  TERSR B Tk
A A B4 5 7 B s 1 9 5T DNAGRNA 2% 28 W) bt
73X — ol 52422 19 HPV-DNA #—3%, &J5 , #
TR 1A G v v P Tl e Al AN ES A BN, A RS K
fift K, AT A Y AT T iR S B 2 A Y
KFZ K EREARME T AL G #2131
— > B B0 A X O B B AL (relative light units,
RLU), ¥4 22 5 X5 HE d5z /08 BH A F BV I 341 (cutoff,
CO)H Hu A5 3 — 4~ FLAE (RLU/CO) , i {8 7T LA K H)
FERI S5 H . 24 RLU/CO<1.0 BIVA%E i HPV B,
RLU/CO=1.0 W%k HPV BHPE
1.4 JRIEISHT

i A ez i FRE R A, &5 F & IR
A AT TR, AR RS R, 7E 2 .4.8.10 &b
HEAT BEMLIE K i BUEHR TR BT A e BRAR AR S
b — 24 5 B AF R AE HEA TR B F SRS PR
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B 24 B} 27 B b 98 B2 B 19 O3 — 44 93 B IS AR PR R R
PR 8 FER — B 5 2 5 — o7 v [ B 2 B2 B o e
B [ 1) BHL I A R AT AR o L I 2 A AN T A
e PR 50 4 R At A 785 485 SR 9 19 0 T HEA T2 T
1.5 SitFaemE

K SAS9.0 Gei A X £l 43t , 1155 Kappa {H
M—H0R L careHPV F1 cobas 4800 5 il HPV
DNA —&t:, LURHEZWIEE RN S hriE 115 careHPV
F1 cobas 4800 Kl CIN 2+ AR Rk

2 #F R

AHETRMAT 856 #4414 (HZEH T cobas 4800
KA 3 BIARAKG A 546, e 28 853 AR
NAT G0 #r. cobas 4800 1 careHPV 46 M 45
Ji Xk PU % 22 U, Table 1, careHPV F1 cobas 4800 £
HPV DNA FH MR 43 51 2 37.1% (316/853) H1 39.3%
(335/853), Xf 14 Fp @ f& ) HPV DNA — H( % Ny
83.2%(710/853) ,Kappa=0.65(95%CI:0.59~0.70) , Z: 95
B2 Wi A4 771 B IE # ,46 ] CIN1,10 5] CIN2 Fi
26 1] CIN3,

cobas 4800 HPV i I 4 R I careHPV 4y il £
A A2 ST HE#E careHPV A HY CIN2+ B SR Ky
94.4%(95%C1:81.3%~99.2%) , 45 7 ¥ N 65.5% (95%
C1:62.19%~68.7%). cobas 4800 G i CIN2+ ) 5 2% Ji
} 94.4% (95%C1:81.3%~99.2%), ¥ 5+ ¥E N 63.2%
(95%C1:59.7%~66.5%) ., i FZ Wi 45 K5 careHPV
FI cobas 4800 K I 2% B U, Table 2, careHPV #l
cobas 4800 ROC {14k~ #4533 0.80 (95%C1.0.77~
0.83)%1 0.79(95%C1:0.76~0.82)(Figure 1), careHPV Fl
cobas 4800 ROC £k T R 2 (64 0.01 (95%Cl .
-0.08~0.10, P=0.80),,

i1t cobas 4800 A&l HPV16 112 41 (13.1%) ,
HPV18 22 fi(26%) , HAth &5 /s HPV A 262 151(30.7%) .
1E CIN2+1 36 filfrA st HPV16 28 14 (77.8%),
HPV 18 FHTE 1 4(28%) , HoAth fe: 2 HPV 11 41(30.6% )
(Table 3)., % 81 f4i] care HPV FH:/cobas 4800 FH4:
PRAIEAT HPV16 .18 435, 4553 s HPV16 .18 il
FoAt &5 fE 8 HPV FHA: 10530k 22,0 Fi 63
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Table 1 careHPYV test and cobas test in 853 women

careHPV
cobas 4800 . .
Positive Negative Total
Positive 254 81 335
Negative 62 456 518
Total 316 537 853

Table 2 Results of biopsy and careHPV,cobas 4800 test

Test =CIN2 <CIN2
careHPV
Positive 34 283
Negative 2 537
cobas 4800
Positive 34 301
Negative 2 516
1.0 - s
2
£ 08
é
5
0.6
0.4
0.2 I e care HPV
: == == cobas 4800
O 1 |

L L 1 n
0.6 0.8 1.0

1-Specificity

Figure 1 ROC curve of careHPV and cobas 4800 for
CIN2 or greater

Table 3 Results of cobas 4800 test

Genotype Total (n=853) = CIN2(n=36)
HPV 16 112(13.1%) 22(77.8%)
HPV 18 22(2.6%) 1(2.8%)
Other high risk HPV 262(30.7%) 11(30.6%)
HPV negative 518(60.7% ) 2(5.6%)

3o #

AL careHPV H1 cobas 4800 W F & il J5
B G A HPV DNA AY BH R 24 51 2 37.1%
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(316/853) Fll 39.3% (335/853), Fk [E — 10 4 [E] & .0
5% R — M B = /6 & HPV DNA 19 BH % 5% 2k
12.4% B, H T2 00 10 2o A 35 5 509 ) 1 45 A 1
HE B LA careHPV H cobas 4800 ¥ i &= /& 4 HPV
DNA [ FH P 262 i 13858 A HE

careHPV #ll cobas 4800 5 Ff A 7 v 46 H = /&
%l HPV DNA ) — 0% 83.2% (Kappa=0.65) , #l Lt
BAIETF cobas 4800 15 HC2 WG I J7 vk iy —H0bE S
HWFIELE R B R |, 7F HC2 BHM:/cobas 4800 BH 1 1 b
A 5 HC2 B ¥ /cobas 4800 BH M 45 A AH Fb A £z A4
HPV £ I H #8805 — 28 3] HC2 B #%/cobas 4800
FHAE B AR A Fe HC2 BH 1 /cobas 4800 FAYE i A5 A 75
fEAY HPV (4G 325 7 ARBEFEXT 81 il care HPV
[} /cobas 4800 FH VbR A< i 47 HPV16 F1 HPV18 41
A 2558 HPV16 HPV18 FlH A 7 i /4 HPV [l
PRI 0 R 220,63 1), Horfr 2 45 HPV16 FiFL
fih v fE 78 HPV [RBS h BHAE , A A CFR R, 5
HC2 K IAH L , LA PCR R S ZEAH 1Y cobas 4800 i
DUAT ARSI B 22 1) {5 HPV DNA™,

A 5E L B2 21k 4 bR U careHPV K
CIN2+H50 3% B FVRE 51 43 501 R 94.4%(95%C1 . 81.3%
~99.2%)F1 65.5% (95%CI:62.1%~68.7%)., 7 555"
% F ) careHPV K Hy CIN2+E58% 490.9% (95%CI
81.0% ~96.6%), H¢ 5 1 K 82.0% (95% CI1:78.0% ~
85.6%), PAIWINTSE 2 5 v e th T ADF X R 1
I B2 W 25 R A0 A AN TR T8, FRATT careHPV £ i1
CIN2+85UB% B 5 HAL AT 22 5%, ATRg )R R i F
A B 58 0 2 0 40 bR HEAS [R] B 8 O AR A AR
cobas 4800 5 i CIN2 + B 2% & A1 5% 55 1 4> 3 4
94.4% (95% CI:81.3% ~99.2% ) Hl 63.2% (95% CI;
59.7%~66.5%) , 5 W 5025 OB 5T 45 AR L, AEARBF ST
H1 careHPV F1 cobas 4800 Wi Ffi &l CIN2+ ROC fh
LTNTMMEGIT2¢22 7, B careHPV Hl cobas
4800 1 A 91 i J7 K I CIN2+— Bk 3 4y (HJE PR
7 vk XA HAS R PR3, R AR 5 4 28 T K F-
O B FH B S0 O A

HPV16 1 HPV18 £ & S 1Y & A= & J i #2 v
HEEEIEM . 4 E 2 o B W pE o Bos e
0 5% 95 () 1) HPV16 A1 HPVIS 5 T 84.5%'",
T BEPERF 72 45 3 s e HPV16 A1 HPV18 A id %«
R R R SR O AR R v AU B e B, KR
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T HPV16 5 HPVI18 5 & i & A= % YJAH ¢ | 1M
cobas 4800 M BE WS ¥ 55 14 X /> HPV16 A1 HPV18 iX
PR AL H] R cobas 4800 #% 4 75 v FH T 1 R | 41
b0 25 B B 12 T R SR I O A 1 SR AR — ) 2
2 bn AR W] LR B AT 4H L 2 12 W R cobas 4800
HPV DNA K5l , careHPV 6 & — Ff el | a7 o
i AR A HPV DNA K0 5 i . — 30 KRAEA LI AR
g FERHAIF 5T 45 R B R careHPV KA HY CIN2+ 19 i
JBPE AR S T 3K 95.8(95%C1:91.29%~98.5% ) F187.3%
(95%CI1:86.5%~88.1% )", careHPV £ 3 Jij H T X
RN ML DX R RS 1) B 5095 O A 1101415

ASWFFE S B P 2 %) careHPV 1 cobas 4800 £
A= PR AR B #E17 HPV 43 A, e X} cobas
4800 B M:/careHPV BH M Fl care FH 1/cobas 4800 FH
PERIBRAS B B 50 53 A7 AT EAR G 20 B s FEIR A TEXT 42
S BAPE 2 T AR — e AR X TRy i — 20t
Fb 43 BT 30 5 838 2o R AR 1) R BB S
SRy R RIS B 2998 7 e SR et 14 ) o LA A

2% | Tk |, careHPV F1 cobas 4800 1F b 7] it 75
A CIN2+ ) — B P&y, o HPV DNA Tz H
B U ) 0 A SR AL S R
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