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STREP B CARD PLUS 
For in Vitro diagnostic use only 

Immunochromatographic test for detection of Group B Streptococcus, including positive and negative control 
 
I. SUMMARY 
Group B strep is the most common cause of sepsis (blood infection) and meningitis (infection of the fluid and lining around the brain) in 
newborns. Group B strep is a frequent cause of newborn pneumonia and is more common than other, more well-known, newborn 
problems such as rubella, congenital syphilis, and spina bifida.  
About half of the cases of group B strep disease among newborns happen in the first week of life ("early-onset disease"), and most of 
these cases start a few hours after birth. Sepsis, pneumonia (infection in the lungs), and meningitis (infection of the fluid and lining 
around the brain) are the most common problems. Premature babies are more at risk of getting a group B strep infection, but most 
babies who become sick from group B strep are full-term. Group B strep disease may also develop in infants one week to several 
months after birth ("late-onset disease"). Meningitis is more common with late-onset group B strep disease. Only about half of late-onset 
group B strep disease among newborns comes from a mother who is a group B strep carrier; the source of infection for others with late-
onset group B strep disease can be hard to figure out. Late-onset disease is slightly less common than early-onset disease. 
The incidence of infection by group B streptococci ranges from 1% to 5%. To treat correctly the disease whit antibiotic therapy is 
important to use an accurate diagnostic method to identify the pathogen.  
Other methods are used for determination of group B strep like cell culture, immunofluorescence, immunoassay test and latex 
agglutination. 
 

II. PRINCIPLE AND INTENDED USE 
Strep B Card Plus test is a manual, qualitative rapid test for the detection of group B streptococcus antigen in vaginal swabs or culture. 
The identification aids in the diagnosis of diseases caused by bacteria belonging to the genus Streptococcus and provides 
epidemiological information on these diseases.  Instead, group B strep antigen is extracted directly from the swab and identified using 
antibodies specific for the group B strep carbohydrate.  The membrane is pre-coated with monoclonal antibodies against group B 
streptococcus (GBS) antigens on the test line region. During testing, the sample reacts with the particle coated with anti-GBS antibodies 
which was pre-dried on the test strip. The mixture moves upward on the membrane by capillary action. In the case of a positive result 
the specific antibodies present on the membrane will react with the mixture conjugate and generate one coloured line. If Strep B specific 
antigen is not detected in the patient sample, no color appears in the Test Line. A red coloured band always appears in the control line 
region and serves as verification that sufficient volume was added, that proper flow was obtained and as an internal control for the 
reagents. 
 

III. CONTENTS             VQ81310P (50 test) 
 

1) Strep-B Cards                                 50 items 5) Positive Control   1 x 0.5 mL 
2) Extraction solution 1  1 x 16,5 mL 6) Negative Control   1 x 0.5 mL 
3) Extraction solution 2  1 x 1 x 16,5 mL 7) Plastic tubes   50 items 
4) Swabs    50 items 8) Instructions leaflet  1 item 
 

IV. STORAGE AND STABILITY 
Strep B Card Plus kits should be stored at room temperature 4-30oC (40-86oF). Don’t freeze. The test device is sensitive to humidity as 
well as to heat.  Perform the test immediately after removing the test device from the foil pouch. Do not use it beyond the expiration 
date. 
 

V. WARNINGS 
1) For in vitro diagnostic use. 
2) For professional use only. 
3) Handle all specimens as if they contained infectious agents.  
4) Do not use beyond the expiration date which appears on the package label. 
5) When the assay procedure is completed, dispose of swabs carefully after autoclaving them for at least one hour. Alternatively, they 
can be treated with 0.5% to 1% solution of sodium hypochlorite for one hour before disposal. 
6) Wear protective clothing such as laboratory coats and disposable gloves while assaying samples. Avoid any contact between hands 
and eyes or nose during specimen collection and testing. 
7) Do not eat, drink or smoke in the area where specimens and kit reagents are handled. 
8) Do not use a test from a damaged protective wrapper 
 

VI. SPECIMEN COLLECTION 
Use swabs of rayon, nylon or dracon. Do not use swabs of cotton or calcium alginate or wooden shafts. 
Specimens to be tested directly should be collected by a standard swab method. If a sample is to be stored prior to testing, it should be 
placed in a dry test tube, covered, and refrigerated.  All samples should be tested within 5 days after collection. 
If the specimen was refrigerated, it should be brought to room temperature before testing.  Avoid multiple freezing and thawing of the 
specimen, prior to use. 
 

VII. PROCEDURE 
1) Remove the test card from the foil packet. 
2) Place the specimen swab in the plastic tube. Add 5 drops of Extraction solution 1 (250 µL) and 5 drops of Extraction solution 2 

(250 µL). Swirl vigorously to mix the reagent. Then incubate the mixture at room temperature for 2-5 minutes 
3) After this time, expunge as much liquid as possible from the swab by pressing and rotating the fiber portion against the wall of 

the tube. Discard the swab 

4) Holding the sample dropper above the card, squeeze a total of 3 drops (150 µL) of the mixed specimen into the sample well 
(Figure 1). 

5) Interpret test results at 10 minutes. Do not interpret test after 20 minutes. 
 

Procedure for the controls 
1) Remove the test card from the foil packet. 
2) Holding the sample dropper above the card, squeeze a total of 3 drops of controls into the sample well.  
3) Interpret test results at 10 minutes. Do not interpret test after 20 minutes. 
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VIII. INTERPRETATION OF THE TEST 
Negative: The presence of only one pink-red color band within the result window 

indicate negative result (Figure 3). 

Positive: The presence of two color bands (“T” band and “C” band) within the 
result window regardless of which band appears first indicates a 
positive result (Figure 2). Note: Generally, the higher the analyte level 
in the specimen, the stronger the “T” band color will be.  When the 
specimen analyte level is close to but still within the sensitivity limit of 
the test, the color of the “T” band will be very faint. 

Invalid: After performing the test and no pink-red color band is visible within 
the result window, this result is considered invalid. The directions may 
not have been followed correctly or the test may have deteriorated. It 
is recommended that the specimen be re-tested (Figure 4). 

IX. PERFORMANCES 
Clinical Study 
The Strep B CARD has been evaluated with specimens obtained from patients of STD clinics. Culture is used as the reference method 
for the Strep B CARD test. Specimens were considered positive if culture indicated a positive result. Specimens were considered 
negative if culture indicated a negative result.  

Relative Sensitivity:  95.2% (95%Cl: *89.6%-98.2%) 
Relative Specificity:  97.8% (95%Cl: *95.8%-99.0%) 
Accuracy:  97.2%  (95%Cl: *95.3%-98.4%) 
 

Cross-reattività – Intra-Inter assay 
Within-run and Between-run precision have been determined with three different lots by using Strep B negative, low, middle and high 
positive specimens. Ten replicates of each level were tested each day for 3 consecutive days. The specimens were correctly identified 
>99% of the time. 
 

Cross-reattività 
Cross-reactivity with other organisms has been studied using suspensions of 107 UFC/test. The following organisms were found 
negative when tested with the Strep B CARD 

 Acinetobacter calcoaceticus Pseudomonas aeuroginosa Proteus mirabilis  

 Acinetobacter spp Gadnerella vaginalis Chlamydia trachomatis  
 Enterococcus faecalis Salmonella choleraesius Streptococcus group A/C  

 Enterococus faecium Candida albicans Haemophilus influenzae  

 Staphylococcus aureus Proteus vulgaris Klebsiella pneumoniae  
 

X. EXTERNAL QUALITY CONTROL 
Positive and Negative Control are available in Catalogue Mascia Brunelli (UD80030). 
 

XI. NOTE/LIMITATIONS OF THE TEST 
Although the Test is very accurate in detecting Strep B, a low incidence of false results can occur. Other clinically available tests are 
required if questionable results are to be obtained. As is true with any diagnostic procedure, the physician should evaluate data obtained 
by the use of this kit in light of other clinical information, including culture, if results are inconsistent with clinical symptoms. The Strep B 
Card Plus test is qualitative assay.  The amount of Strep B present in the specimen cannot be estimated by the assay.  The assay 
results distinguish positive from negative samples.  A positive result indicates the sample contains Strep B above the cut-off 
concentration.  As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but should 
only be made by the physician after all clinical and laboratory findings have been evaluated. 
In order to increase the sensitivity we suggest this protocol for the preanalytical phase: 
- remove swab from transport medium 

- Inoculate swab in selective broth medium such as Todd-Hewitt CNA (known also as LIM Broth) (Biolife/Mascia Brunelli REF. 552134B)  
- Incubate for 18-24 hours at 37C° in ambient air with 5% CO2 
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CONTENTS             VQ81310P (50 test) 
 Strep-B Cards    50 items   
 Extraction solution 1   1 x 16,5 mL 
 Extraction solution 2   1 x 16,5 mL 
 Positive Control   1 x 0.5 mL 
 Negative Control   1 x 0.5 mL 
 Swabs    50 items 
 Plastic tubes   50 items  
Instructions leaflet   1 item 

Method Culture Totale results 
Strep B Card 

Mascia Brunelli 
Results Positive Negative 

Positive 100 8 108 

Negative 5 350 355 
Total results 105 358 463 

 
In Vitro Diagnostic 

Medical Device  
Temperature limitation 

 
Batch code  

(EXXX)  
Manufacturer 

 

 

Keep dry 

 

 

Non-sterile 

 
Consult Instructions 

for use 

 

 
Use by  (year/month) 

 

Catalogue 

number 
 

Do not reuse 
 

Fragile, handle with 

care 

 

Keep away 

from heat 

EDMA Code 15 70 01 04 00           IVD  


