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ABSTRACT Objective: To evaluate the clinical value of P16/Ki-67 cytology for triage of women with atypical squamous cell of
undetermined significance (ASC-US). Method: A total of 434 cases diagnosed as ASC-US from Sep.2016 to Sep.2018 in our hospital
were selected. Dual -stained cytology of P16/Ki-67, high-risk human papillomavirus (HR-HPV) detection, vaginal biopsy were
applicated. P16/Ki-67 were compared with HR-HPV detected and pathological biopsy. Results: The sensitivity of P16/Ki-67 dual-stained
was 78.2%, the specificity was 79.2%, The sensitivity of HR-HPV was 33.5%, the specificity was 62.3%, The sensitivity of P16/Ki-67
dual-stained in the group age under 35 years old was 94.5%, the specificity was 85.7%, in the group age above 35 years old, the
sensitivity was 44.4%, the specificity was 74.3%. Conclusion: P16/Ki-67 dual-stained provides a new option for the early screening of
cervical cancer, for simple clinical application, more acceptable and relatively inexpensive. Meanwhile, it has higher clinical application
value than HR-HPV detection, especially in women under 35 years old.
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Fig. 1 The positive results of P16/Ki-67 dual-stained
Table 1 The accuracy assessment of diagnosing HSIL by P16/Ki-67 dual-stained
Biopsy results
P16/Ki-67 Double staining Total
Positive Negative
Positive 43 79 122
Negative 12 300 312
Total 55 379 434
Table 2 The accuracy assessment of diagnosing HSIL by HR-HPV detection
Biopsy results
HR-HPV Total
Positive Negative
Positive 45 113 158
Negative 89 187 276
Total 134 300 434
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Table 3 The specificity, sensitivity of P16/Ki-67 dual-stained and HR-HPV

Method Specificity Sensitivity
P16/Ki-67 Double staining 79.2(300/379) 78.2(43/55)
HR-HPV 62.3(187/300) 33.5(45/134)
x 22.8 31.2
P <0.01 <0.01

Table 4 The accuracy assessment of diagnosing HSIL by P16/Ki-67 dual-stained in the group 21-35 years old

Biopsy results
P16/Ki-67 Double staining Total
Positive Negative
Positive 35 23 58
Negative 2 138 140
Total 37 161 198
Table 5 The accuracy assessment of diagnosing HSIL by P16/Ki-67 dual-stained in the group36-78 years old
Biopsy results
P16/Ki-67 Double staining Total
Positive Negative
Positive 8 56 64
Negative 10 162 172
Total 18 218 236
Table 6 The specificity, sensitivity of P16/Ki-67 dual-stained and HR-HPV in the two different groups
Groups Specificity Sensitivity
21-35 years old 85.7(138/161) 94.5(35/37)
36-78 years old 74.3(162/218) 44.4(8/18)
IS 17.85
P <0.01 <0.01
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