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Diagnosis of Vaginitis  

Number: 0643 

POLICY 
*Please see amendment for Pennsylvania Medicaid at the end of this CPB. 

Aetna considers the following medically necessary for the management of 

vaginitis: 

Direct  DNA probe  assays  (e.g.,  Affirm  VIP  III)  for  trichomonas,  

Candida  and  Gardnerella  for  members  with  symptoms  of  vaginitis  

Measurement  of  sialidase  activity  in  vaginal  fluid ( e.g.,  the  BVBlue  

test)  for  women  with  symptoms  of  vaginitis  

Testing of pH, and testing for the presence of amines in vaginal  

fluids  (e.g.,  FemExam)  for  women  with  symptoms  of  vaginitis  

Nucleic  acid a mplification  (PCR)  tests  for  diagnosis  of  bacterial 

vaginosis  (e.g.,  included in   the  BV Max  Vaginal Panel (Becton  

Dickinson),  Aptima  BV  (Hologic),  NuSwab  VG  (LabCorp),  OneSwab  

BV Panel PCR with Lactobacillus Profiling by qPCR (Medical  

Diagnostic  Laboratories),  and  SureSwab  BV  (Quest Diagnostics))  

and  for  the d iagnosis  of  Candida vaginitis  (Candida albicans,  

glabrata,  krusei, parapsilosis  and tropicalis) (e.g., included in  the  

BD MAX vaginitis panel, GenPath GenPap, INFINITI Candida  

Vaginosis QUAD Assay, LabCorp NuSwab, MDL OneSwab and  

Quest's  SureSwab  test)  in  women  with  symptoms  of  

vaginitis  (see  CPB  0650  - Polymerase  Chain  Reaction  Testing:  

Selected Indications  (0650.html)).   

POLICY HISTORY 
Last Review: 05/05/2022 

Effective: 08/20/2002 

Next Review: 07/14/2022 

https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://www.aetna.com/
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Screening for Trichomonas vaginalis with nucleic acid 

amplification, direct probe, or antigen detection tests for women 

with the following risk factors (e.g., new or multiple partners; 

history of sexually transmitted diseases (STDs); exchange of sex 

for payment; or injection drug use) 

Aetna considers the following experimental and investigational because 

their effectiveness has not been established (not an all-inclusive list) 

Pap smear for the diagnosis of Candida vulvo-vaginitis 
Routine  screening  for  Candida  and  Gardnerella  in  asymptomatic  

women  

uBiome SmartJane screen 

See  also  CPB  0650  - Polymerase  Chain  Reaction  Testing:  Selected  

Indications  (0650.html).  

BACKGROUND 
Vaginitis (infection of the vagina) is the most common gynecologic 

condition encountered by physicians in the office. Patients with vaginitis 

almost always present with a chief complaint of abnormal vaginal 

discharge. The most common causes of vaginitis are trichomoniasis 

(Trichomonas vaginalis infection), vaginal candidiasis (Candida vaginalis), 

and bacterial vaginosis (BV). 

Bacterial vaginosis (BV) is the commonest cause of vaginal discharge in 

women of child-bearing age. It is characterized by an overgrowth of 

anaerobic bacteria (Gardnerella vaginalis, Mycoplasma hominis; 

Mobiluncus species; anaerobic gram-negative rods of the genera 

Prevotella, Porphyromonas and Bacteriodes; and Peptostreptococcus 

species) leading to replacement of lactobacilli and an increase in vaginal pH 

from less than 4.5 up to 7.0. The term vaginosis implies that infection is 

accompanied by little or no inflammation of the vagina. 

https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
https://qawww.aetna.com/cpb/medical/data/600_699/0650.html
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Diagnosis of vaginitis is based on clinical symptoms, pH of the vaginal  

fluid and microscopic examination of the discharge. Symptoms are not  

present in approximately 50 % of women with bacterial vaginosis  

infection. Bacterial vaginosis is not associated with soreness, itching or  

irritation. There may be an offensive and classically "fishy" smelling  

vaginal discharge.  

Ideally, a diagnosis of BV is made if 3 out of 4 of "Amsel's criteria" are  

met:  

A  strong,  fishy  odor  on  adding  alkali  to  vaginal  fluid  (positive  amine  

test)   

Clue  cells  (vaginal  epithelial  cells  heavily  coated  with  bacilli)  on  

microscopy   

Thin,  white,  homogenous  discharge  

Vaginal  pH  greater  than 4.5.   

Microscopic examination may also reveal motile trichomonads or candida  

hyphae. The presence of Gardnerella vaginalis on culture cannot be  

used to diagnose BV, since it is present in approximately 50 % of healthy  

women. Culture of trichomonas and candida may be helpful if clinical  

symptoms are suggestive and microscopy is negative. Mixed infections  

are also common, with trichomonas, candida or both coexisting with BV.  

Physicians have become interested in alternative, office based methods  

of diagnosing vaginitis. Office microscopy to detect either clue cells,  

trichomonas or candida may be perceived as cumbersome and  

inaccurate. For example, the sensitivity of microscopy in diagnosing  

trichomonas is estimated as low as 38 % (see Table). It is also estimated  

that only 50 % of practicing physicians can correctly diagnose routine  

cases of vaginal candidiasis. While the presence of clue cells to  

diagnose BV is considered a sensitive test, many physicians may not be  

adequately trained in microscopic techniques. Finally, several aspects of  

the diagnosis are subjective (e.g., the visual examination of the  

discharge, reading the pH paper, and evaluation of the odor as part of the  

whiff test).  

DNA probes have been developed to directly detect the presence of  

candida, trichomonas and Gardnerella, thus providing a more objective  
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diagnosis. Since Gardnerella is a normal part of the vaginal flora, the 

DNA probe test is designed to be relatively insensitive, detecting only 

pathogenic levels of Gardnerella. The Affirm VP III Microbial Identification 

System (Becton Dickinson) is a commercially available DNA probe office-

based test kit that simultaneously detects the presence of Gardnerella, 

trichomonas and candida. The Affirm VP III was cleared by the FDA 

based on a 510(k) application in June 1993. The test's sensitivity for 

detecting trichomonas vaginalis is high, and it can provide results in as 

little as 45 mins. Trichomonas can also be detected by DNA probes 

amplified by polymerase chain reaction. Sample is treated with enzymes 

that amplify specific regions of trichomonas vaginalis' DNA. After 

amplification, the number of DNA fragments are quantified. Polymerase 

chain reaction has proven to be the most accurate diagnostic method in 

recent studies. Moreover, it is currently only used in research, not clinical 

settings. 

Other options include the use of test cards that contain pH indicators and  

an amine test system that can be evaluated visually, as opposed to  

evaluating the presence of amines by odor. The FemExam is an example  

of such a commercially available test system. Also available is pH paper  

developed specifically for evaluating vaginal secretions.  

Testing for amines and pH testing is a well-established practice. In  

contrast, the use of DNA probe tests may be used as an alternative or a  

compliment to microscopic techniques.  

The World Health Organization reviewed the literature on diagnostic tests  

for vaginitis, and found DNA techniques to be significantly more sensitive  

than standard wet mount microscopy, with comparable specificity for  

vaginal candidiasis and vaginal trichomoniasis, but somewhat less  

sensitive for bacterial vaginosis.  

Table:  Characteristics  of  Detection  Assays:  Sensitivity/Specificity  (%)  

Organism  Microscopy  

(wet  mount)  

Culture  Antigen 

detection  

DNA  

Candidiasis 35-45% / 99% 67% / 66% 61-81 % / 97% 80% / 98% 

Trichomoniasis 38-82% / 100% 98% / 100% 86% / 99% 88-91%  /  

100%  
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Bacterial vaginosis 81% / 94% 89% / 93% 93% / 93% 94% / 81% 

DNA  probe tests  may  be especially  useful  for  primary  care physicians  

who may  be less  skilled in office laboratory  diagnostic  techniques  for  

vaginitis  than obstetricians  and gynecologists.  Ferris  and colleagues  

(1995)  reported the results  of  a study  that  compared the performance of  

routine primary  care physician-performed office laboratory  diagnostic  

techniques  for  women with abnormal  vaginal  symptoms  to the results  

obtained by  a DNA  probe test  for  Trichomonas  vaginalis, Gardnerella 

vaginalis,  and Candida species  (Affirm  VIP  III).  The investigators  found 

that  primary  care  physicians  were  not  as  accurate  as  the  DNA  probe  test  

in diagnosing vaginal  infections.  Of  499 symptomatic  women,  vulvo- 

vaginal  candidiasis  was  diagnosed  in  20  %,  vaginal  trichomoniasis  in  7.4  

%,  and  bacterial  vaginosis  in  52.1  %.  Fourteen  percent  of  subjects  had 

multiple vaginal infections.  The  sensitivity and  specificity of  clinician  

microscopically  diagnosed  vulvovaginal  candidiasis  was  39.6  %  and  94  

%,  vaginal  trichomoniasis  was  75.0 %  and 96.6 %,  and  bacterial  

vaginosis  was  76.5  %  and  70.8  %,  using  independent  clinical  examination 

by  a medical  technician as  the gold standard.  By comparison,  the 

sensitivity  and specificity  of  the DNA  probe test  for  vulvo-vaginal  

candidiasis  was  75.0 %  and 95.7 %,  vaginal  trichomoniasis  was  86.5 %  

and 98.5 %,  and bacterial  vaginosis  was  95.4 %  and 60.7 %.  The  DNA  

probe test  was  especially  more accurate for  diagnosing multiple vaginal  

infections.  When only  women with multiple vaginal  infections  were 

considered,  the  percentages  of  correct  clinician  diagnosis  for  vulvovaginal 

candidiasis,  trichomoniasis,  and bacterial  vaginosis  were 49.3 %,  83.6 %,  

and 59.7 %.  For  the DNA  probe test,  the percentages  of  correct  

diagnoses  were 72.9 %,  92.9 %  and 90.0 %,  respectively.  The authors  

concluded that  primary  care physicians  demonstrated a high specificity  

but  low  sensitivity  when identifying vaginal  trichomoniasis  and vulvo- 

vaginal  candidiasis  by  microscopic  techniques,  and  that  the  primary  care 

physicians  were not  as  accurate as  the DNA  probe test.  

The screening of asymptomatic pregnant women for bacterial vaginosis to 

reduce the likelihood of pre-term birth is considered experimental and 

investigational and is not covered. The American College of 

Obstetricians and Gynecologists (2001) has concluded that "[t]here are 

no current data to support the use of … BV screening as strategies to 

identify or prevent pre-term birth.… Screening for risk of pre-term labor by 

means other than historic risk factors is not beneficial in the general 
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obstetric population." ACOG guidelines on risk factors for pre-term birth 

state: 

Although some trials have shown an association with the presence of BV  

and pre-term birth, most large trials designed to determine whether  

treatment of BV can prevent pre-term birth have failed. Currently, there  

are insufficient data to suggest screening and treating women at either  

low or high risk will reduce the overall rate of pre-term birth.  

Porter  and colleagues  (2004)  stated that  treating asymptomatic,  low-risk  

women with BV  does  not  always  prevent  pre-term  delivery.  These  

authors  further  noted that,  in general,  there was  no benefit  to routine  

screening and treatment  of  BV.  Leitich (2005)  stated that  BV,  elevated  

levels  of  interleukin  (IL)-6,  IL-8,  ferritin  and  granulocyte  colony-stimulating  

factor  are some of  the secondary  predictors  that  confirm  the role of  intra- 

uterine infection in the pathogenesis  of  pre-term  birth.  Apart  from  BV,   

inflammatory  markers  are  still not  routinely  used.  The  sensitivity of  single  

markers  in predicting pre-term  birth is  only  moderate and serial   

examinations  of  markers,  combinations  of  different  markers  and multiple  

marker  tests  have been studied,  with limited results.  Studies  of   

interventions  in order  to prevent  pre-term  birth have also yielded mixed  

benefits,  as  a consequence of  which the use of  these markers  to screen  

low-risk  pregnancies  is  generally  not  recommended.  Currently,   

secondary  predictors  of  pre-term  birth are used mainly  to design new   

intervention studies  tailored to specific  high-risk  populations  and to avoid  

unnecessary  interventions  in  the management  of  high-risk  women.   

The U.S. Preventive Services Task Force (USPSTF, 2008) does not  

recommend screening for bacterial vaginosis in pregnant women at low- 

risk for pre-term delivery. The USPSTF also states that current evidence  

is insufficient to evaluate the balance of benefits and harms of screening  

for bacterial vaginosis in pregnant women at high-risk for pre-term  

delivery. The USPSTF weighed the benefits and harms of screening for  

bacterial vaginosis in pregnancy by identifying new evidence addressing  

previously identified gaps from the 2001 USPSTF recommendation.  

Published literature on this topic was identified by using MEDLINE,  

Cochrane Library databases, the Database of Abstracts of Reviews of  

Effects, reference lists, and consultation with experts and was  

systematically reviewed. When data allowed, a series of meta-analyses  

(using new and 2001 report data) was done to estimate the pooled effect  

of treatment on pre-term delivery (less than 37 weeks, less than 34  
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weeks, or less than 32 weeks) and on low birth-weight and pre-term, 

premature rupture of membranes. 

The USPSTF (Nygren et al, 2008) examined new evidence on the  

benefits and harms of screening and treating bacterial vaginosis in  

asymptomatic pregnant women. Study and patient characteristics,  

treatment variables, adverse pregnancy outcomes, and internal validity  

quality criteria from the U.S. Preventive Services Task Force (USPSTF)  

and Jadad scale were abstracted. A total of 7 new randomized,  

controlled treatment trials and 2001 report data were combined in a series  

of meta-analyses to estimate the pooled effect of treatment on pre-term  

delivery (less than 37, less than 34, and less than 32 weeks); low birth- 

weight; and pre-term, premature rupture of membranes. No screening  

studies that compared a screened population with a non-screened  

population were found. Significant heterogeneity was found among the  

high-risk treatment trials (p < 0.001). It is not clear from the detailed  

description of the studies which factors explain the differences in pre-term  

delivery rates and potentially the association of treatment effect; however,  

both raise concern for the unintended potential for harm. The authors  

concluded that no benefit was found in treating women with low- or  

average-risk pregnancies for asymptomatic bacterial vaginosis. They  

stated that more research is needed to better understand these groups  

and the conditions under which treatment can be harmful or helpful, and  

to explore the relevance of bacterial vaginosis to other adverse  

pregnancy outcomes, such as delivery before 34 weeks.  

The BVBlue test (Genzyme Diagnostics, Cambridge, MA) is used to aid in  

the diagnosis of BV. It detects elevated activity of vaginal-fluid sialidase,  

an enzyme produced by bacterial pathogens, such as gardnerella,  

mobiluncus, bacteroides, and prevotella. With less than 1 min of hands- 

on time, the test provides objective results. The solution turns blue or  

green if positive, yellow if negative, and is 92.8 % sensitive and 98 %  

specific versus gram stain. Studies have shown that BV may increase  

the risk of preterm delivery, low-birth-weight infants, endometritis, pelvic  

inflammatory disease, and miscarriage; and may increase the  

susceptibility to HIV and other STDs. While there are studies that  

reported the clinical value of the BVBlue test in diagnosing BV, available  

guidelines have not recommended its use.  

Sumeksri et al (2005) compared the sensitivity of the BVBlue test for  

diagnosis of BV with Gram stain by using Nugent score as a gold  
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standard. The speculum for this examination, used in the process of 

collecting vaginal secretions, must not be lubricated with any lubricants. 

The vaginal discharge was collected from the lower 1/3 of the vaginal 

wall. Gram stain score and the BVBlue test were conducted and 

compared. A total of 173 patients were enrolled in the present study. 

The BVBlue test was compared to the standard method for the diagnosis 

of BV by Gram stain using Nugent score as a gold standard. The 

sensitivity, specificity, accuracy, positive and negative predictive value of 

the BVBlue test versus the Gram stain score for diagnosis of bacterial 

vaginosis were 94 %, 96 %, 96 % 86 %, and 98 %, respectively. The 

authors concluded that the BVBlue test for diagnosis of BV had high 

sensitivity, specificity, accuracy, positive- and negative-predictive value 

(94 %, 96 %, 96 %, 86 %, and 98 %, respectively). 

On the other hand, Yen and colleagues (2003) noted that traditionally, BV  

diagnosis is defined clinically by the presence of 3 of the 4 Amsel criteria.  

The authors stated that additional laboratory-based methods of BV  

diagnosis have included culture for G. vaginalis, biochemical tests for  

metabolic by-products of vaginal bacteria (gas chromatography), and  

colorimetric tests for enzymes produced by BV organisms (sialidase).  

The authors stated, however, that these methods remain research tools  

and are not widely available in clinical settings.  

Furthermore, the American Academy of Pediatrics Committee on  

Infectious Diseases (Red Book, 2012) as well as the U.S. Preventive  

Services Task Force's statement on screening for BV in pregnancy to  

prevent preterm delivery (2008) did not mention the use of the BVBlue  

system (sialidase activity).  

Guidelines on bacterial vaginosis from the British Association for Sexual  

Health and HIV (Hay, et al., 2012) stated that 2 approaches to  

diagnosis are available:  

Amsel’s criteria. At least 3 of the four criteria are present for the
	

diagnosis of bacterial vaginosis to be confirmed: (i) thin, white,
	

homogeneous discharge; (ii) clue cells on microscopy of wet
	

mount; (iii) pH of vaginal fluid greater than 4.5; and (iv) release of a  

fishy odor on adding alkali (10 % KOH).
	

A Gram stained vaginal smear, evaluated with the Hay/Ison criteria  

or the Nugent criteria.  
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The Hay/Ison criteria are defined as follows: 

grade 1 (normal): Lactobacillus morphotypes predominate; 

grade 2 (intermediate): mixed flora with some Lactobacilli 

present, but Gardnerella or Mobiluncus morphotypes also 

present; 

grade 3 (BV): predominantly Gardnerella and/or Mobiluncus 

morphotypes; few or absent Lactobacilli. 

The Nugent score is derived from estimating the relative 

proportions of bacterial morphotypes to give a score between 

0 and 10. A score of less than 4 is normal, 4 to 6 is 

intermediate, and greater than 6 is bacterial vaginosis. 

The Bacterial Special Interest Group of the British Association of Sexual 

Health and HIV (Hay et al, 2012) recommend using the Hay/Ison criteria 

in genitourinary medicine clinics. The guidelines note that commercially 

available tests are available such as the BVBlue, the Affirm VIP III, and a 

prolineaminopeptidase test card (Pip Activity TestCard, Quidel, San 

Diego, CA) "perform adequately" when assessed against Amsel and 

Gram stain criteria; however, the guidelines include no recommendation 

for their use. The guidelines state that isolation of Gardnerella vaginalis 

cannot be used to diagnose bacterial vaginosis because it can be 

cultured from the vagina of more than half of normal women. The 

guidelines stated that detection of combinations of bacterial vaginosis 

associated bacteria by polymerase chain reaction (PCR) may offer highly 

sensitive and specific diagnosis in the future but is not yet available. 

The Centers for Disease Control and Prevention (2010) also 

recommended the gram stain as the gold standard for diagnosis of 

bacterial vaginosis, and recommend use of Amsel's criteria if a gram stain 

is not available. Similar to the BASHH guidelines, the CDC states that 

the BVBlue, the Affirm VIP, and the Pip Activity TestCard "have 

acceptable performance characteristics" compared to the gram stain, but 

make no recommendation for their use. The CDC stated that a card test 

is available for the detection of elevated pH and trimethylamine, but it has 

low sensitivity and specificity and therefore is not recommended. The 

CDC also stated that PCR also has been used in research settings for the 

detection of a variety of organisms associated with bacterial vaginosis, 
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but evaluation of its clinical utility is uncertain. The CDC stated that 

culture of G. vaginalis is not recommended as a diagnostic tool because it 

is not specific, and that cervical Pap tests have no clinical utility for the 

diagnosis of bacterial vaginosis because of their low sensitivity. 

Guidelines on bacterial vaginosis from the New York State Department of  

Health (2009) recommend Amsel's criteria for diagnosis of bacterial  

vaginosis. The guidelines state that several commercially available tests  

have been developed recently and may be clinically useful; however, few  

published data exist on their performance. The guidelines state that PCR  

is not the standard for evaluation, and that culture of G. vaginalis is too  

nonspecific to be used for diagnosis of bacterial vaginosis.  

Guidelines from the World Health Organization (Sherrard, et al., 2018)  

state that the current best method to diagnose bacterial vaginosis,  

Candida, and aerobic vaginitis is microscopy. The guidelines state that  

PCR testing is the preferred method of diagnosing trichomonas vaginitis.  

Guidelines from the Centers for Disease Control and Prevention (CDC)  

(Workowski et al, 2010) stated that screening for T. vaginalis in women  

can be considered in those at high risk for infection (i.e., women who  

have new or multiple partners, have a history of STDs, exchange sex for  

payment, and use injection drugs).  

An UpToDate review on "Approach to women with symptoms of vaginitis"  

(Sobel, 2015a) does not mention PCR testing of Prevotella bivia as a tool of  

diagnostic evaluation.  

An UpToDate review on "Candida vulvovaginitis" (Sobel, 2015b) states  

that "Pap smear is positive in 25 % of patients with culture positive,  

symptomatic vulvovaginal candidiasis. It is insensitive because the cells  

are derived from the cervix, which is not affected by Candida vaginitis.  

Treatment of Candida on a Pap smear of an asymptomatic woman is not  

indicated".  

Next-Generation Sequencing for the Diagnosis of Vaginitis 

Hong and colleagues (2016) stated that next-generation sequencing  

(NGS) can detect many more microorganisms of a microbiome than  

traditional methods. These researchers analyzed the vaginal  

microbiomes of Korean women by using NGS that included bacteria and  

other microorganisms. The NGS results were compared with the results  
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of other assays, and NGS was evaluated for its feasibility for predicting 

vaginitis. A total of 89 vaginal swab specimens were collected. 

Microscopic examinations of Gram staining and microbiological cultures 

were conducted on 67 specimens; NGS was performed with GS junior 

system on all of the vaginal specimens for the 16S rRNA, internal 

transcribed spacer (ITS), and Tvk genes to detect bacteria, fungi, and 

Trichomonas vaginalis. In addition, DNA probe assays of the Candida 

spp., Gardnerella vaginalis, and Trichomonas vaginalis were performed. 

Various predictors of diversity that were obtained from the NGS data 

were analyzed to predict vaginitis; ITS sequences were obtained in most 

of the specimens (56.2 %). The compositions of the intermediate and 

vaginitis Nugent score groups were similar to each other, but differed from 

the composition of the normal score group. The fraction of the 

Lactobacillus spp. showed the highest area under the curve value 

(0.8559) in ROC curve analysis. The NGS and DNA probe assay results 

showed good agreement (range of 86.2 to 89.7 %). The authors  

concluded that fungi as well as bacteria should be considered for the  

investigation of vaginal microbiome. The intermediate and vaginitis  

Nugent score groups were indistinguishable in NGS. They stated that  

NGS is a promising diagnostic tool of the vaginal microbiome and  

vaginitis, although some problems need to be resolved.  

This study had several drawbacks: (i) these investigators could not
	

evaluate the various analytical performance parameters, but they
	

examined the possibility of the use of NGS as a clinical diagnostic tool.  

They evaluated the accuracy of the NGS assay by comparison with
	

the culture and DNA probe assay results, (ii) the NGS results and
	

microbiological culture results were indirectly compared, (iii) although
	

the cost of NGS is decreasing rapidly, it is still too high for use as a
	

clinical test, and (iv) the interpretation of the NGS data is complicated,
	

and few recognizable standards for NGS interpretation exist.
	

PCR Testing (e.g., BD MAX Vaginal Panel) 

Schwebke and colleagues (2018) determined the characteristics of an  

investigational test (BD MAX vaginal panel, a molecular test for vaginitis),  

compared to reference, for detection of bacterial vaginosis, Candida spp.,  

and Trichomonas vaginalis. Vaginal specimens from a cross-sectional  

study were obtained from 1,740 women (greater than or equal to 18 years  

old), with vaginitis symptoms, during routine clinic visits (across 10 sites  
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in the United States). Specimens were analyzed using a commercial 

PCR/fluorogenic probe-based investigational test that detects bacterial 

vaginosis, candida spp., and trichomonas vaginalis. Clinician diagnosis 

and in-clinic testing (Amsel's test, potassium hydroxide preparation, and 

wet mount) were also employed to detect the 3 vaginitis causes. All 

testing methods were compared to the respective reference methods 

(Nugent Gram stain for bacterial vaginosis, detection of the candida gene 

its2, and trichomonas vaginalis culture). The investigational test, clinician 

diagnosis, and in-clinic testing were compared to reference methods for 

bacterial vaginosis, candida spp., and trichomonas vaginalis. The 

investigational test resulted in significantly higher sensitivity and negative 

predictive value than clinician diagnosis or in-clinic testing. In addition, 

the investigational test showed a statistically higher overall percent 

agreement with each of the 3 reference methods than did clinician  

diagnosis or in-clinic testing. The investigational test showed significantly  

higher sensitivity for detecting vaginitis, involving more than one cause,  

than did clinician diagnosis. Taken together, these results suggested that  

a molecular investigational test can facilitate accurate detection of  

vaginitis. The authors concluded that findings from the current study  

supported the potential utility of the investigational test in the differential  

diagnosis of vaginitis. While some laboratory tests take 2 to 7 days to  

provide results, the investigational test results were generally available  

within 24 hours. Moreover, they stated that although future work is  

needed to establish the cost/benefit ratio regarding the application of this  

investigational test in a practical setting, its high sensitivity, specificity, and  

accuracy (across a large spectrum of disease prevalence) should impart  

benefits and decrease the chance of needless treatment of patients that  

are negative for the disease. This may prove especially important with  

cases of vaginitis that involve multiple causes, where the sensitivity of  

clinician diagnosis may be limited.  

The authors  stated that  this  study  had several  drawbacks  that  prevented   

an exact  interpretation of  the findings.  Several  analyses  involved  

observations  for  each type of  infection that  were excluded  due to non- 

compliance or  inability  to report.  It  was  possible,  for  example,  that  listing  

these types  of  observations  as  "not  compliant"  or  "not  reportable"  for  the  

investigational  test,  in lieu of  "failure to correctly  diagnose",  may  have  

artificially  improved  its  operating  characteristics.  Other  drawbacks   

included the fact  that  the investigational  assay  may  have resulted in an  

over-diagnosis  of  vaginitis,  as  it  could not  distinguish non-pathogenic   
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colonization from pathogenic growth; this would be considered for 

clinician diagnosis. However, the clinical cut-off for the investigational test 

was set by the current reference standard for diagnosing candida spp. 

(positive fungal culture report), and therefore, the results were consistent 

with everyday practice. Moreover, bacterial vaginosis may be detected by 

the Nugent score (7 to 10) but also be asymptomatic. The investigational 

test showed the best agreement with the Nugent score, which is the gold 

standard, but may have included asymptomatic bacterial vaginosis. The 

bacterial vaginosis algorithm for the investigational test was set by the 

composite reference method of concordant positive and negative Nugent 

and Amsel's criteria. Thus, only unambiguous specimens for bacterial 

vaginosis status were used to develop the algorithm. Additionally, this 

study employed a cross-sectional design that did not evaluate clinical  

outcomes for patients with discordant reference method results and  

clinician diagnosis. Only clinics with expertise and resource availability  

for detection of the 4 Amsel's criteria and wet mount procedures were  

chosen as study sites. Therefore, clinician diagnosis benefited from  

reliability of in-clinic results in a way that might not occur under real-life  

conditions. Thus, the actual difference in clinician diagnosis versus the  

investigational test may likely be greater than that observed in this study.  

Finally, in this study these investigators omitted the intermediate values  

for Nugent scoring (4 to 6), whereas Gaydos et al (2017) used the  

composite reference method of Nugent score combined with the modified  

Amsel 2/3 criteria without discharge to discriminate intermediate Nugent  

scoring (4 to 6). These researchers may have missed some cases of  

bacterial vaginosis, the exclusion of which could have led to either an  

over- or under-estimation of performance in the investigational test.  

However, the prevalence of bacterial vaginosis in this study (58% ) was  

very close to that reported by Gaydos et al (55.8 %).  

Guidelines from the American College of Obstetricians and Gynecologists  

on vaginitis in nonpregnant patients (ACOG, 2020) address the use of  

PCR testing for the diagnosis of bacterial vaginosis, stating: "Polymerase  

chain reaction (PCR) has been used in research settings for the detection  

of G vaginalis as well as a variety of organisms associated with bacterial  

vaginosis; however, until recently, its use as a clinical diagnostic test for  

bacterial vaginosis was still investigational ...........Although the clinical  

utility of PCR testing for the diagnosis of bacterial vaginosis is still being  

evaluated, this single-swab multiplex test may be a promising alternative  

to microscopy." Regarding the use of PCR testing for diagnosis of  
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vulvovaginal Candidiasis, the ACOG guidelines state: "Polymerase chain 

reaction testing for Candida species offers results within a few hours 

compared with culture and has comparable sensitivity and specificity 

(97.7% and 93.2%, respectively). However, these PCR tests often are 

considerably more expensive than fungal culture and have not been FDA 

approved for the detection of yeast despite their frequent use in clinical 

practice." 

Guidelines from the Centers for Disease Control and Prevention 

(Workowski, et al., 2021) state that, "Despite the availability of BV NAATs, 

traditional methods of BV diagnosis, including the Amsel criteria, Nugent 

score, and the Affirm VP III assay, remain useful for diagnosing 

symptomatic BV because of their lower cost and ability to provide a rapid 

diagnosis." The guidelines also state that "BV NAATs should be used 

among symptomatic women only (e.g., women with vaginal discharge, 

odor, or itch) because their accuracy is not well defined for asymptomatic 

women." Regarding the use of PCR testing for diagnosis of vulvovaginal 

Candidiasis, the CDC guidelines state: "The majority of PCR tests for 

yeast are not FDA cleared, and providers who use these tests should be 

familiar with the performance characteristics of the specific test used." 

CPT  Codes/  HCPCS  Codes/ICD-10  Codes  
Information  in  the  [brackets]  below  has  been  added  for  clarification  
purposes. Codes requiring a 7th  character  are represented by “+”  

Code Code Description 

CPT codes covered if selection criteria are met: 

82120 Amines, vaginal fluid, qualitative 

83986 pH, body fluid, except blood 

87210 Smear, primary source with interpretation; wet mount for 

infectious agents (e.g., saline, India ink, KOH preps) 

87480 Infectious agent detection by nucleic acid (DNA or RNA); 

Candida species, direct probe technique 

87510 Infectious agent detection by nucleic acid (DNA or RNA); 

Gardnerella vaginalis, direct probe technique 

87660 Infectious  agent  detection  by  nucleic  acid  (DNA  or  RNA);  
 
Trichomonas  vaginialis,  direct  probe  technique  
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87661  Infectious  agent  detection  by  nucleic  acid  (DNA  or  RNA);  

Trichomonas  vaginalis,  amplified  probe  technique  

87808 Infectious agent antigen detection by immunoassay with direct 

optical observation; Trichomonas vaginalis 

87905 Infectious agent enzymatic activity other than virus (e.g., 

sialidase activity in vaginal fluid) [BVBlue test] 

CPT codes not covered for indications listed in the CPB: 

uBiome SmartJane screen - no specific code: 

87481  Infectious  agent  detection  by  nucleic  acid  (DNA  or  RNA);  
 
Candida  species,  amplified  probe  technique  

 87491 Infectious  agent  detection  by  nucleic  acid  (DNA  or  RNA);  
 
Chlamydia  trachomatis,  amplified  probe  technique  

        ICD-10 codes covered if selection criteria are met: 

 A59.01  Trichomonal vulvovaginiti  s 

 B37.3      Candidiasis of vulva and vagina 

 B96.89 Other  specified  bacterial  agents  as  the  cause  of  diseases  
 
classified  elsewhere  [Gardnerella  vaginitis]  

F11.10  - 

F11.19,  F13.10  

- F13.19,  

F14.10  - 

F14.19,  F15.10  

- F15.19,  

F16.10  - 

F16.19,  F19.10  

- F19.19  

       Nondependent abuse of drugs [injection drug use] 

F11.20  - 

F11.229,  

F13.20  - 

F13.229,  

F14.20  - 

F14.29,  F15.20  

- F15.29,  

F16.20  - 

F16.29,  F19.20  

- F19.29  

     Drug dependence [injection drug use] 

   L29.1 - L29.3     Pruritis of genital organs 

Code Code Description 



              
 

N76.0  - N76.3  Vaginitis  and  vulvitis  

N77.1  Vaginitis,  vulvitis  and  vulvovaginitis  in  diseases  classified  
 
elsewhere  

O23.00  - 

O23.93  

Infections  of  genitourinary  tract  in  pregnancy  

   Code Code Description 

Z11.2  Encounter  for  screening  for  other  bacterial  diseases  

Z11.8  Encounter  for  screening  for  other  infectious  and  parasitic  
 
diseases  [High  risk  screening  for  Trichomonas  only]  

Z13.89  Encounter  for  screening  for  other  disorder  [encounter  for  
 
screening  for  genitourinary  disorders]  [history  of  STDs]  

Z72.51  - 

Z72.53  

High  risk  sexual  behavior  [exchange  of  sex  for  payment,  new  or  
 
multiple  partners]  

Z86.19  Personal  history  of  other  infectious  and  parasitic  diseases  

 

 

ICD-10  codes  not  covered  for  indications  listed  in  the  CPB:  

Z11.3  Encounter  for  screening  for  infections  with  a  predominantly  

sexual  mode  of  transmission  

Z33.1  Pregnant  state,  incidental  

Z34.00  - 

Z34.93   

Encounter  for  supervision  of  normal  pregnancy  

Pap  smear:   

 

 

 

 

 

CPT  codes  not  covered  for  indications  listed  in  the  CPB:   

88141  - 88155  Cytopathology,  cervical  or  vaginal  

88164  - 88167  Cytopathology,  slides,  cervical  or  vaginal  

88174  - 88175 Cytopathology,  cervical  or  vaginal 

HCPCS  codes  not  covered  for  indications  listed  in  the  CPB:  

G0123  - 

G0124  

Screening  cytopathology,  cervical  or  vaginal  

G0141  - 

G0148  

Screening  cytopathology,  smears,  cervical  or  vaginal  

P3000  - P3001  Screening  papanicolaou  smear,  cervical  or  vaginal  

Q0091 Screening  papanicolaou  smear,  obtaining,  preparing  and  
 
conveyance  of  cervical  or  vaginal  smear  to  laboratory  

ICD-10  not  covered:  for  indications  listed  in  the  CPB:  

N76.0  Acute  vaginitis  
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N89.9  Noninflammatory  disorders  of  vagina,  unspecified  [vaginal   
 
irritation]   
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