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Clinical application and performance verification of AVE-371 reproductive tract secretion fluorescence digital image analyzer
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[Abstract] Objective: To analyze the diagnostic efficacy of AVE-371 reproductive tract secretion fluorescence digital image analyzer (AVE-371) for
different types of vaginitis. Methods: 310 cases of vaginal secretions between May 2023 and October 2023 were selected as the standard. The samples
were analyzed using AVE-371 and AVE-320 reproductive tract secretions analyzers (AVE-320) and artificial microscopy. Artificial microscopy was used
as the gold standard to determine the contamination, reproducibility, and diagnostic efficacy of AVE-371 for different types of vaginitis. The differences in
positive rates of different tangible components detected by the two instruments were analyzed. Results: The AVE-371 detection carried contamination and
the repeatability results met the instrument requirements. The sensitivity of AVE-371 for detecting cleanliness, clue cells, trichomonas, and fungi was
97.72%, 97.62%, 94.74%, and 100.00%, with specificity of 96.40%, 97.76%, 97.43%, and 99.67%, and conformity rates of 96.77%, 97.74%, 97.10%,
and 99.68%. The Kappa values were 0.922, 0.908, 0.872, and 0.955. Paired chi square testing confirmed that there was no statistically significant
difference between AVE-371 and manual microscopy (both P>0.05). Among the 200 samples of vaginal discharge, AVE-371 had a higher detection rate
for clue cells than AVE-320, with a statistically significant difference (P<0.05). There was no statistically significant difference in the detection rates of
other indicators (all P>0.05). Conclusion: AVE-371 has a high detection rate for common tangible components in vaginal discharge samples, which meets
the requirements of clinical application.
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