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Abstract Objective: This study aimed to evaluate the feasibility and utility of cobas 4800 human papilloma virus (HPV) test as a
primary screening test and a triage tool in cervical cancer screening. Methods: A total of 856 unscreened women subjects over 21 years of
age and have engaged in sexual activities were recruited from Henan, China in 2011. All subjects were screened through cobas 4800 HPV,
Hybrid Capture 2 (HC2) technology, ThinPrep liquid-based cytology, and colposcopy. Any visible lesion was directly biopsied through
colposcopy. Random biopsies in four quadrants at the squamocolumnar junction and endocervical curettage were performed when apparent
colposcopic abnormality was not observed, but at least one of the HPV tests was positive. Pathologic diagnosis was used as the golden
standard to evaluate the performance of the screening tests. Results: Measured as a primary screening test, the sensitivity and specificity
of the cobas 4 800 HPV test in detecting grade I cervical intraepithelial neoplasia (CIN2) and CIN2+ in patients reached 94.4% and 63.2%,
respectively, compared with 94.4% and 63.9% of the HC2 test. The concordance rate in detecting HPV DNA between cobas 4800 HPV and
HC2 tests was 83.4% (k=0.65). The cobas 4800 HPV test could detect all CIN2+ cases that were undetected by the ThinPrep liquid-based
cytologic test. The positive predictive value of the HPV 16/18 typing test in detecting CIN2+ lesions was twice as high as that of the HC2
test (2.13x). In the CIN2+ cases, the women subjects infected with HPV16/18 were 5.4 years younger than those infected with other types
of HPV. Conclusion: Satisfactory consistency and similar accuracy between the cobas 4800 HPV and HC2 tests were observed. However,
cobas 4 800 HPV test is superior in detecting high-risk HPV types. This test could provide more sensitive and efficient strategies compared
with the ThinPrep liquid-based cytology. Cobas 4 800 HPV can also identify the sub-genotypes of high-risk HPV16/18, which can effectively
help the doctors follow up high-risk cases among women with high-grade cervical lesions. Cobas 4 800 HPV test is expected to be a new
method for cervical cancer screening.
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AT BT 853 Bl , cobas 4800 HPV &l (1% FH
PR 39.3%(335/853) , RAKLE K 94.4%(34/36) , FF
SN 63.2%(516/817) o LIEFEE (% ) = RAFE +FF
S, FAYETNAE (PPV) B PEBUNE (NPV) F1Z
BFE B M 10.1% (34/335) L 99.6% (516/518) F
57.6%. [FIA, HC2 A5 (4 B4 % R 38.69%(329/853)
RAYEH 94.4% (34/36) , K55 H 63.9%(522/817) .
PPV NPV 2455053 5 24 10.3%(34/329) .99.6%
(522/524)F158.3%(F1).
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Table 1  Relationship between HPV test results and pathological diagnosis

Pathological diagnosis
HPYV test Total

Positive( =CIN2) Negative
cobas 4800
Positive 34 301 335
Negative 2 516 518
Total 36 817 853
HC2
Positive 34 295 329
Negative 2 522 524
Total 36 817 853

2.3 cobas 4800 HPV il -5 HC2 Kl iy b 45

TERE Y CIN2 DA | 235 1, cobas 4800 HPV £ il
5 HC2 K 7 55 1k 94.49% (34/36) , 45 57 15 43 )
H 63.2% F163.9% , PPV 4354 10.1% #110.3% ,NPV
198 99.6% , K il —F %k 94.4% (Kappa=0.47) . 1
JIT A 2 K 1, cobas 4800 HPV 61 5 HC2 46 114
— 3%k 83.4%(711/853) (Kappa=0.65,552) .

32 cobas 4800 HPV#&ill 5 HC2 4l A9 —Brl% i
Table 2 Consistency between the cobas 4800 HPV and HC2 tests

cobas 4800 HPV test HE2 test
Positive Negative Total
All cases
Positive 261 74 335
Negative 68 450 518
Total 329 524 853
CIN2+ cases
Positive 33 1 34
Negative 1 1 2
Total 34 2 36

2.4 ThinPrep A4 2246 A

ThinPrep AN 242 K CIN2 AL H 3 /Y R A3
£l 88.9% (32/36) , ¥F 55 & o0 63.0% (515/817) (£
3). YA YRR B -, HC2 F1 cobas 4800 HPV £

TR R HR 2283408 10096 (4/4)
2.5 cobas 4800 HPV16 J% 18 43 A6l

cobas 4800 HPV 16 % 18 43 BUAG I X} F CIN2 LA I
HE B PPV N 21.9%(28/128) , 2 HC2 #:1 (10.3% )
[92.134% . #£ CINT LA_E9748 (CINT . CIN2 ,CIN3 J2 B
g ) A CIN2 LA b 28 1 J 3 b R HPV 16 % 18
) B BH P 2R 5 51l 48.8% (40/82) il 77.8% (28/
36) . 7E ThinPrep ¥ J& 4 s 27 5 B4 4 51 v, 3 3]
CIN2 D) I 34l HPV16 K 18 HUPHME: . JE YL HPV16
K 18 B HPV 3 CIN2 D78 1Y - Y 4- 3% ol 46.9
% IR A 1 R ) HPV SR CIN2 DB 25 (1) 3
PRy R 52.3 %, 22 5 SRR L (P>0.05) .
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Table 3 Relationship between the results of ThinPrep liquid—based cyto-

logic test and pathological diagnosis

ThinPrep liquid-based Pathological diagnosis

cytology test Positive(=CIN2)  Negative fotal
Positive 32 302 334
Negative 4 515 519
Total 36 817 853
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