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The efficacy of a real-time optoelectronic device as a diagnostic tool

of over cervical intraepithelial neoplasia 1 lesion
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Department of Obstetrics and Gynecology, Seoul National University College of Medicine, Seoul, Korea

Objective: The purpose of this study was to evaluate the sensitivity, specificity and accuracy of a real-time optoelectronic device (TruScreen)
as a diagnostic tool of cervical intraepithelial neoplasia (CIN) or cervical cancer.

Methods: Two hundred ninety two patients who had been presented with previously abnormal Papanicolaou (Pap) smear or abnormal

colposcopic findings between February 2009 and September 2009 were analyzed. The sensitivities, specificities and accuracies of TruScreen
and liquid-based cytology were evaluated.

Results: As a diagnostic tool of CIN, carcinoma in situ (CIS), and cervical cancer, TruScreen appeared sensitive enough compared with
liquid-based cytology (82.8% vs 75.9%), but the difference is statistically not significant (P=0.687). Specificity and accuracy of TruScreen
were similar to those of liquid-based cytology (specificity 81.4% vs 83.3%, accuracy 81.5% vs 82.5%)).

Conclusion: The present study suggests that the TruScreen could be an option as a tool of screening test in CIN, CIS, and cervical cancer
and also be used combined with Pap smear.
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Fig. 1. The appearance of TruScreen which consists of a console
and a probe.
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Table 1. Chracteristics of 292 women

Parameter Results
Age (yr)
Mean 46.4
Range 22~74
Standard deviation 10.202
HPV hybrid capture (person) 283
Positive 65
Negative 218
Cervical pathology (person) 292
Normal 263
CIN 1 13
CIN 2/3 8
CIS 5
Invasive squamous carcinoma 2
Invasive adenocarcinoma 1
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Table 2. Liquid-based cytology concordance with cervical
pathology

Liquid-based cytology

Negative Positive
Pathology (n=226) (n=66)
Normal 219 44
Over CIN 1 7 22

CIN: cervical intraepithelial neoplasia.

Table 3. TruScreen concordance with cervical pathology

TruScreen
Negative Positive
Pathology (n=219) (n=73)
Normal 214 49
Over CIN 1 5 24

CIN: cervical intraepithelial neoplasia.

Table 4. LBC combined TruScreen concordance with cer-
vical pathology

LBC+TruScreen
Negative Positive
Pathology (n=185) (n=107)
Normal 182 81
Over CIN 1 3 26

HPV: human papillomavirus, CIN: cervical intraepithelial
neoplasia, CIS: carcinoma in situ.

LBC: liquid-based cytology, CIN: cervical intraepithelial
neoplasia.
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Table 5. HPV hybridcapture concordance with cervical
pathology

Table 7. Sensitivities, specificities and accuracies of LBC,
TruScreen, and combined LBC+TruScreen

HPV hybridcapture

Negative Positive
Pathology (n=218) (n=65)
Normal 209 45
Over CIN 1 9 20

HPV: human papillomavirus, CIN: cervical intraepithelial
neoplasia.

Table 6. HPV hybridcapture combined TruScreen concor-
dance with cervical pathology

HPV hybridcapture+TruScreen

Negative Positive
Pathology (n=173) (n=110)
Normal 169 85
Over CIN 1 4 25

HPV: human papillomavirus, CIN: cervical intraepithelial
neoplasia.
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LBC TruScreen  LBC+TruScreen
Sensitivity 75.9%" 82.8% 89.7%
95% CI 60.3~91.5  69.1~96.5 78.6~100
Specificity 83.3%" 81.4%" 69.2%
95% CI 78.8~87.8  76.7~86.1 63.6~74.8
Accuracy 82.5% 81.5% 71.2%
95% CI 78.1~86.9  77.0~86.0 66.0~76.4

LBC: liquid-based cytology, CI: confidence interval.
"P=0.687, 'P=0.630.
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