
Study Design

Clinical validation of the Aptima® Bacterial Vaginosis and Aptima 
Candida/Trichomonas Vaginitis assays: 
Results from a prospective multicenter clinical study

	⊲ A multicentre, cross-sectional diagnostic accuracy 
study evaluated the performance of the two NAATs.

	⊲ Women of at least 14 years of age with symptoms  
of vaginitis.

	⊲ Subjects were enrolled at 21 US sites between  
June and October 2018.

	⊲ Six vaginal swab samples were collected from  
each patient.
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Study demonstrates the high sensitivity and specificity of the Aptima BV assay and Aptima CV/TV assay

	⊲ The Aptima BV assay and the Aptima CV/TV assay 
results were compared to Nugent scores for BV, 
to cultures and sequencing for candidiasis, and to 
composite NAAT and culture for TV.

	⊲ Secondary analysis to compared clinical diagnosis,  
in-clinic assessments and investigational assays 
with gold-standard methods.

Patient and clinician collected samples 
using the Aptima multitest swab 

The Aptima BV assay and Aptima CV/TV assay 
performed on the Hologic Panther® system

The Xpert TV assay* performed on the 
Cepheid GeneXpert® system

*Xpert TV assay is not a Hologic product. Hologic is not responsible for the performance characteristics of the device. For more information please contact Cepheid.

Consensus Nugent score and modified Amsel

Candida culture on Sabouraud Dextrose. 
Agar and Chromogenic Agar TV by the 
Inpouch TV culture system

Patient collected samples for TV  
NAAT (Cepheid)

Clinician collected samples for 
Candida culture and TV culture

Clinician collected samples for  
Nugent and Amsel

Symptoms of 
vaginitis

Sample Collection Test and Platform

	⊲ Infectious vaginitis due to bacterial vaginosis (BV), vulvovaginal  
candidiasis and Trichomonas vaginalis accounts for a significant  
proportion of gynaecology visits in the U.S.

	⊲ The Aptima BV assay reports a positive and negative result for BV based on 
a mathematical algorithm analysis of rRNA detection of Lactobacillus species, 
Gardnerella vaginalis and Atopobium vaginae.

	⊲ The Aptima CV/TV assay reports positive or negative results based on the 
detection of RNAs for the Candida species group (C. albicans, C. dubliniensis, 
C. parapsilosis, and C. tropicalis) C. glabrata, and T. vaginalis.

Introduction



Results

BV Sensitivity and Specificity

CV/TV Sensitivity and Specificity

Prevalence

1417
Aptima BV 

assays

Evaluated with the Aptima® BV assay 
and/or the Aptima CV/TV assay

The overall prevalences of infection were similar 
for clinician and patient collected vaginal swabs 

collected with the Aptima multitest swab.

Overall assay performance against Nugent and 
Nugent intermediates that had BV infection status 
determined by modified Amsel criteria.

Sensitivities and specificities were  
comparable between clinician and patient 

collected vaginal swab samples.

1496
Aptima CV/TV 

assays

Clinician Collected Patient Collected

BV 49.2% 49.3%
Candida sp. 28.6% 28.6%
C. glabrata 4.0% 3.9%
T. vaginalis 9.9% 9.8%

In a secondary analysis clinicians diagnoses, in-clinic assessments and investigational assays were compared to 
gold standard methods, Nugents for BV, culture for VVC, and NAAT for Trichomoniasis, the Aptima BV assay and 
Aptima CV/TV assay had a higher sensitivity and specificity than the clinicians diagnosis and in-clinic assessments 
indicating that they are more predictive of infection than traditional diagnostic methods.

INFOGR APHIC

	⊲ The Aptima BV assay and the Aptima CV/TV assay:
	⊲ Offer sensitive and specific detection of vaginitis and are capable of providing diagnosis  

of multiple etiologies from a single vaginal swab.
	⊲ Are objective tools for the clinician to accurately diagnose and treat patients.

	⊲ In addition, the differentiation of C. glabrata from other species causing vulvovaginal candidiasis may 
be helpful in guiding therapy for the infection, which is often Azole resistant.

Clinician Collected Patient Collected

Sensitivity %  
(95%CI)

Specificity %  
(95%CI)

Sensitivity %  
(95%CI)

Specificity %  
(95%CI)

Candida sp 91.7 (88.7 – 94.0) 94.9 (93.4 – 96.1) 92.9 (99.0 – 95.0) 91.0 (89.1 – 92.6)

C. glabrata 84.7 (73.5 – 91.8) 99.1 (98.4 – 99.5) 86.2 (75.1 – 92.8) 98.7 (98.0 – 99.2)

T. vaginalis 96.5 (92.0 – 98.5) 95.1 (93.8 – 96.2) 97.1 (92.9 – 98.9) 98.9 (98.2 – 99.4)

Conclusion

Co-infection rates by two or more organisms were 20% by reference testing and approximately 25%  
by the Aptima BV and Aptima CV/TV assays. 

C
lin

ic
ia

n 
 

C
ol

le
ct

ed 95.0%
(95%CI)  

(93.1 – 96.4)

89.6%
(95%CI)  

(87.1 – 91.6)

Sensitivity Specificity

Pa
tie

nt
  

C
ol

le
ct

ed

97.3%
(95%CI)  

(95.8 – 98.2)

85.8%
(95%CI) 

(83.1 – 88.2)

Sensitivity Specificity

Hologic BV, Da Vincilaan 5, 1930 Zaventem, Belgium.

References: 1. Schwebke, J, Taylor SN, Ackerman R, et al. Clinical Validation of the Aptima Bacterial Vaginosis and Aptima Candida/Trichomonas 
Vaginitis Assays: Results from a Prospective Multicenter Clinical Study. J. Clin .Microbiol. 2020 : 58(2):e01643-19

SS-01460-EUR-EN Rev 001 ©2023 Hologic, Inc. Hologic, Aptima, Panther and associated logos are trademarks and/or registered trademarks of 
Hologic, Inc., and/or its subsidiaries in the United States and/or other countries. All other trademarks, registered trademarks, and product names are 
the property of their respective owners. The content in this piece is for information purposes only and is not intended to be medical advice. Please 
contact your medical professional for specific advice regarding your health and treatment. This information is intended for medical professionals in the 
U.S. and other markets and is not intended as a product solicitation or promotion where such activities are prohibited. Because Hologic materials are 
distributed through websites, eBroadcasts and tradeshows, it is not always possible to control where such materials appear. For specific information 
on what products are available for sale in a particular country, please contact your local Hologic representative or write to euinfo@hologic.com

15011501

NB Number wherever applicable.EC REP details wherever applicable.2797


