INFOGRAPHIC

HOLOGIC

Evaluation of the Aptima® BV and CV/TV assays compared
to conventional laboratory-based testing methods for the
diagnosis of vaginitis'

Study demonstrates the excellent performance of the Aptima® BV and CV/TV assays

compared to routine diagnostic methods.

Investigators: Mélissa Caza, Marthe Charles, Kerstib Locher, Linda Hoang, Morgan Tucker, Jeremy Mandly,
Heather Jewsbury, Amanda Wilmer

Introduction

» Vaginitis characterised by vaginal discharge, odour, irritation and
pruritis is the most common reason for primary care gynaecology vislts.

» Bacterial vaginosis followed by vulvovaginal candidiasis and
trichomoniasis are the most common causes of vaginitis.

» Culture, Amsel criteria and microscopy with Nugents scoring have
traditionally been used for the diagnosis of vaginitis but these methods
can be both subjective and labour intensive.

» Molecular methods such as the Aptima BV and CV/TV assays offer
an automated alternative to the traditional techniques.ii

Study Design

» This retrospective study analysed vaginal » Nugent scoring was performed on
swab samples taken from females aged from ESwab samples as part of routine
14 to 59 in British Columbia, Canada. workflow.

» Vaginal swab samples were collected » Yeast culture was performed on
with the Aptima Multitest Swab Specimen ESwab samples.

Collection Kit (Hologic) and the Copan

» Discordant resolution was performed
ESwab™ (Copan Diagnostics).*

using an alternative commercially
» The Aptima BV, Aptima CV/TV and Aptima available molecular method.

TV assays were performed on the Multitest

swab samples.
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Results

The Aptima® BV assay

In the 422 vaginal samples examined, 82 discordant

specimens were further analysed. A subset of
42 gram smears were reviewed and additional

molecular testing performed on 66 specimens to

determine the consensus result.

“Nearly 60% of discordant Gram smears reviewed
had misclassified Nugent scores, with overuse of the
intermediate category to under call positive results

occurring most commonly.”
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The Aptima CV/TV assay

The Aptima CV/TV assay demonstrated a
high agreement and greater sensitivity than
yeast culture.

Twenty yeast-positive samples were culture
negative of which 11 were corroborated by a
second molecular test with cycle threshold
values indicating a low organism load.

Performance of the Aptima CV/TV assay
against consensus result

Positive Percentage Negative Percentage
Agreement (PPA) Agreement (NPA)
Candida sp. 100% 95.39%
C. glabrata 100% 99.04%
T. vaginalis 100% 100%

The PPA and NPA between the Aptima CV/TV assay and the Aptima TV assay were both 100%. Seven specimens
which had not been originally tested for TV were found to be positive by consensus results, suggesting that
inadequate TV testing is occurring in the laboratory.

Conclusion

» The Aptima assays performed well in this study and are a suitable alternative to conventional
vaginitis testing, permitting more efficient use of microbiology staff.

> Molecular assays offer automation and standardisation for the diagnosis of BV which may result
in more accurate results and decreasing the need for further healthcare visits.

» The Aptima BV assay eliminates the intermediate category which creates diagnostic uncertainty.
85.7% of indeterminate specimens were positive by molecular testing with 60% of discordant gram
smears reviewed had misclassified Nugent scores.
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*ESwab is a product from Legal Manufacturer Copan. Hologic is not responsible for the performance of this product, refer to Copan for more information.
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