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Abstract : Objective To establish and verify the review criteria for the GMD-S600 automated analysis sys-
tem of vaginal secretion. Methods A total of 4 155 female vaginal swabs were collected from the clinical labo-
ratory departments of 5 hospitals from July 2021 to July 2022, 0f which 3 407 were used for establishing re-
view rules by the automatic analyzer while the remaining 748 samples were used to verify the review criteria.

All samples were detected by GMD-S600 automatic system,artificial wet smear and Gram staining combined
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microscopic examination (hereinafter referred to as combined microscopic examination results) ,and diseases
such as bacterial vaginosis (BV),vulvovaginal candidiasis (VVC) and trichomoniasis vaginitis (TV) were de-
tected and analyzed. Based on the results of combined microscopic examination results,the review rules for au-
tomatic analysis systems were refined. Then it was verified by the evaluation indicators of the international re-
view criteria, Results (1) Of the 3 407 samples, the combined microscopic examination results showed that
BV accounted for 10. 86% (370 samples), VVC accounted for 17. 38% (592 samples) and TV accounted for
1.29% (44 samples) ,with an overall positivity rate of 26. 74 %. (2)Based on the combined microscopic exami-
nation results,ultimately,37 review rules were chosen and 22 of them were added to enforce the conditions of
microscopy. The false negative rates and sensitivities of BV, VVC and TV were 3. 40% and 68. 65%,5.22%
and 69. 98%,0. 21% and 84.44%, respectively, while the reexamination rate of microscopy was 23. 10%.
(3) The final selected review criteria and additional microscopy conditions were validated using 748 clinical
samples. The false negatives rates of BV, VVC,and TV were 4. 81%,3.61% and 0. 00% ,respectively,and the
review rate was 22.19%. (4) The proportion of white blood cell grades exceeding the limits of agreement be-
tween instrument microscopy and artificial wet slides microscopy was 4. 81%. Conclusion The 37 review
rules and 22 additional microscopic examination conditions established in this multi-center experiment are ap-
plicable for clinical preliminary screening of BV,VVC,and TV diseases. They can effectively reduce the false
negative rate and false positive rate of the test items and can effectively control the false negative rate and false
positive rate of the test items. The manual intervention rate and microscope reexamination rate after triggering
the rules are acceptable. The semi-quantitative results of white blood cell count obtained from the instrument
are essentially dependable. The research results can be applied to the same type of detection system, but the
relevant rules need to be periodically verified and adjusted according to the actual use of the laboratory.
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