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P < 0.001) FIDNAfGASMT (Z=7.476. P < 0.001) , ZRESiH¥E L. SHR-HPVAIFIDNA
fEAR AL, 4HMEp 16/Ki-67 X YENRIE 4 7 1.470 (95%CI: 1.246~1.470, P < 0.001) F11.278
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i FE EAF TN, R ASC-US/LSILEE /M i R AT 3%, FIA R0l faid JE 2 W AT .
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Evaluation on cervical intraepithelial neoplasia for patients with cervicitis by p16/Ki-67 double staining
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[ Abstract] Objective To investigate the diagnostic value of p16/Ki-67 double staining based on
cell block technology for cervical intraepithelial neoplasia (CIN) higher than grade 2 (= CIN2) for patients
with atypical squamous cells of undetermined significance (ASC-US)/low-grade squamous intraepithelial
lesions (LSIL). Methods From January 2021 to December 2021, a total of 222 patients with cervicitis who
underwent colposcopy biopsy, DNA ploidy analysis and high risk human papillomarirus (HR-HPV) testing
were selected from Beijing Haidian Maternal and Child Health Hospital. Cytological results of all cases were
ASC-US/LSIL. The remaining liquid based cytology (LBC) specimens of patients were stained with p16/
Ki-67 double staining based on cell block technology, and the diagnostic value of p16/Ki-67 double staining
compared with DNA ploidy analysis and HR-HPV for = CIN2 lesions were analyzed by receiver operating
characteristic curve (ROC). Results The Kappa value of p16/Ki-67 double staining in cell block was 0.835,
which was highly consistent with the pathological diagnosis of biopsy. The area under ROC (AUC) of p16/
Ki-67 double staining was 0.900 (the specificity and sensitivity were 94.16% and 85.45%, respectively),
which was significantly higher than that of HR-HPV testing (AUC was 0.557, with the specificity and
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sensitivity were 13.17% and 98.18%, respectively) (Z= 11.387, P < 0.001) and DNA ploidy analysis (AUC
was 0.583, with the specificity and sensitivity were 32.93% and 83.64%, respectively) (Z=7.476, P <0.001),
with significant differences. Compared with HR-HPV testing and DNA ploidy analysis, the NRI values of
p16/Ki-67 double staining were 1.470 (95%CI: 1.246-1.470, P < 0.001) and 1.278 (95%CI: 1.049-1.278, P <
0.001), respectively. The IDI values were 0.609 (95%CI: 0.525-0.692, P < 0.001) and 0.633 (95%CI: 0.554-
0.713, P < 0.001), respectively. Conclusions The p16/Ki-67 double staining based on cell block has a
better predictive ability for the correct classification of patients = CIN2, and is a good method for the triage
of patients with ASC-US/LSIL, which can effectively avoid the over-diagnosis and treatment.

[ Key words] Cervical cancer screening; pl6/Ki-67 double staining; Atypical squamous cells of undetermined

significance; Low-grade squamous intraepithelial leasion; Cell block; Cervical intraepithelial neoplasia
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LBC) : HThinPrep 2000 % & F, H{ENEEN
13 mmPJEEIR v, REHS% IR E, ATE
Rgetn, %E, BIEWEL. S50 #E 5 A
7N 2 LT 25 R A m R

2. HR-HPVAE | : i F CobasHP Vil & 4t
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= SRR E IR VAN
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FER S BT AT = CIN2J% A2 i 25 (RO C il 2% 4n 2 B
7N, A Ep 16/Ki-67 X He i £ = CIN2JH AR 4 72 i
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5HR-HPVL I FIDNA AR5 AH EG, - 4 B2 40fHpl6/Ki-67X04s . HR-HPV 4 il HIDNAf5 447
Hpl16/Ki-67 X 4NRIME 43 5] N1.470 (95%CI: %f = CIN2Jp AR 25 [ROC il £&

W Ar B G BE A AUk S N Gt B R ANKG-6T S, AN AL (B, plO/Ki-6TGLEAME, x 400; B: 4Nt fape 44Uk 2 W Ge
Xplegeta, HUFAIZIE AR, ploKi-67 XA aIPE, x 400; C: iHKes: B NCINIE /R BB HL LIS A REEIR B, pl6Ki-674
P LU, % 4005 D: 3k o A F B SRR AR R IR A0, AR EE, pleKi-67TXW ALt BHM:, x 400
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VE: CIN: ‘=3 bR 848, HR-HPV: &G NRL IR &



422 . FRAR S RIG PRI G 24 5 (FL TR 20224E12 A 8516345 25634 Chin J Exp Clin Infect Dis (Electronic Edition), December 2022, Vol.16, No.6

1.246~1.470, P < 0.001) F11.278 (95%CI:
1.049~1.278, P < 0.001) ; FHMHZ (=
CIN2) 40 Hp16/Ki-67 A GNRIHE 43 5 50.709
(95%CI: 0.500~0.709, P < 0.001) F10.709
(95%CI: 0.510~0.889, P < 0.001) ; Pk
(< CIN2) 40 Hp16/Ki-67HNRIE 2 5 40.760
(95%CI: 0.673~0.760, P << 0.001) £10.596
(95%CI: 0.485~0.657, P < 0.001) . 5HR-
HPVEL I FIDNARE AR /- AH L, 40 Bl Hp16/Ki-67

KUYLIDIE 53 711 790.609 (95%CI: 0.525~0.692, P <
0.001) #10.633% (95%CI: 0.554~0.713, P <
0.001) (#3) . NRIFIDIZ Bi#R, 4Hfuhple/
Ki-67 % G4 HR-HP V£ I FIDN AR5 44 43 #r 5 T =
CIN2 ¥ TR 73 A B8 4 1) Tl e

Fi. =FsWorER 2 (DCA)D

DCAZ W, BMEZ%450.10~0.84, 5HR-HPV
KLl FIDNAFE R 43 Hr A LG, 21 BB p 16/Ki-67 X 4%
AA B Ak, WES.

2 4Pk pl6/Ki-67 WP, HR-HPV A& IIFT DNA {54444 %k = CIN2 i 287 25 1) ROC 2k
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AUC (95%CD

VAL PfH
YA Hep 16/Ki-67 3 4 85.45 94.61 0.900 (0.841~0.958) — —
HR-HPV 98.18 13.17 0.557 (0.474~0.640) 11.387 < 0.001
DNAf& 4453 Hr 83.64 32.93 0.583 (0.500~0.666) 7.476 < 0.001

e BUREE (RIES) : 4k pl6/Ki-67 XY vs. HR-HPV #5Jll: P =0.020, 4HfiEk pl6/Ki-67 A4k vs. DNA 54K #7: P=0.808; #57 (R
EE) « JIAH pl6/Ki-67 XYL vs. HR-HPV #3:ill: P < 0.001, Ak pl6/Ki-67 XYL vs. DNA {54k Hr: P < 0.001; % 5 pl6/Ki-67 Lb#, “—7 .

ToAR R KA
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NRI (95%CD

NRI (+)  (95%CD NRI (=)  (95%CD

P16/Ki67 vs. HR-HPV 0.609 (0.525~0.692)

P16/Ki67 vs. DNA %1k 0.633 (0.554~0.713)

1.470 (1.246~1.470)

1.278 (1.049~1.278)

0.709 (0.500~0.709) 0.760 (0.673~0.760)

0.709 (0.510~0.889) 0.569 (0.485~0.657)

e IDL: ZREFINAEIREL NRLE: S ESREGHEEG MM RIEFTRUES, SHBHEE: P1<0.001

E3 4 dpl6/Ki-67X04s . HR-HPV S I FIDNAAEAR S 4 ) 55 1 28
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R e ) S A A B2 T A O, HL R A
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