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Clinical Experience and Sensitivity of the AutoPap 300 QC System
in Cervicovaginal Cytology

Sung Ran Hong, M.D., Jong Scok Park, CMIAC, Hoi Socok Jang, CMIAC,
Yee Jeong Kim, M.D., Hy Sook Kim, M.D., Chong Taik Park+«, M.D., and In Sou Park+, M.D.

Departments of Pathology and Obstetrics & Gynecology*, Samsung Cheil Hospital, College of

Medicine, Sung Kyun Kwan University

OBJECTIVE: False negatives of cervical smears due to screening errors pose a
significant and persistent problem. AutoPap 300 QC System, an automated screening
device, is designed to rescreen conventionally prepared Pap smears initially screened
by cytotechnologists as normal. Clinical experience and sensitivity of the AutoPap
300 QC System were assessed and compared with current 10% random quality
control technique.

MATERIALS AND METHODS: In clinical practice, a total of 18,592 “within normal
limits” or “benign cellular changes” cases classified by The Bethesda System were
rescreened by the AutoPap System. In study for sensitivity of The AutoPap System
to detect false negatives, a total of 1,680 “within normal limits” or “benign cellular
changes” cases were rescreened both manually and by the AutoPap System. The
sensitivity of the AutoPap System to these false negatives was assessed at 10%
review rate to compare 10% random manual rescreen.

RESULTS: In clinical practice, 38 false negatives were identified by the AutoPap
System and we had achieved 0.2% reduction in the false negative rate of screening
error. In study for sensitivity, 37 false negatives were identified by manual
rescreening, and 23 cases(62.2%) of the abnormal sguamous cytology were detected
by the AutoPap System at 10% review rate.

- 37 —



ZAF 9 AZARNEAN Qo] AutoPap 300 QC System2] JAAFHA NHAE A

CONCLUSONS: The AutoPap 300 QC System is a sensitive automated
rescreening device that can detect potential false negatives prior to reporiing and
can reduce false negative rates-in the laboratory. The device is confirmed to be

about eight times superior 1o the 10% random rescreen in detecting false negatives.
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Fig. 1. AutoPap 300 QC System workflow
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Table 1. Clinical data of AutoPap 300 QC System in Samsung Cheil Hospital

Total No. of Review diagnosis

Period QC review(%)
cases ASCUS LSIL HSIL Total
‘97-Sep. 3,471 347(10.0) 5 1 1* 7
‘97-Oct. 5,066 500(9.9) 11 11
‘97-Nov. 5,350 367(6.9) 5 5
‘97-Dec. 4,705 359(7.6) 13 2 15
Total 18,592 1,573(8.5) 34 3 1 38

*: CIN III, histologically.

ASCUS: atypical squamous cells of undetermined significance.

LSIL: low-grade squamous intraepithelial lesion.
HSIL: high-grade squamous intraepithelial lesion.

Table 2.

Review Rates and Sensitivities of AutoPap 300 QC System and 10% Random Rescreening in

Comparison to false negative cases by cytotechnologist rescreen

FN cases AutoPap review 10% random
by CR (%) at 10% level (%) rescreening (%)
Review rates 1,680(100.0) 190(11.3) 175(10.4)
Sensitivity rates
ASCUS 34(100.0) 21(61.8) 2(5.9)
LSIL 2(100.0) 2(100.0) 1(50.0)
HSIL 1(100.0) 0(0.0) 0(0.0)
Total SIL 3(100.0) 2(66.7) 1(33.3)
Total FNs 37(100.0) 23(62.2) 3(8.1)

FN: False negative
CR: Cytotechnologist rescreen
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