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Influenza A virus HIN1 (swine) Taiwan 2009 |Pseudomonas aeruginosa
Influenza A virus HIN1 (swine) Taiwan 2010 |Serratia marcescens
Influenza A virus HINI (human) WSN 1933 |Staphylococcus aureus
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Influenza A virus HIN1 (human) PR 1934 Staphylococcus epidermidis
Influenza A virus HIN1 (swine) Taiwan 2014 |Streptococcus Group B
Influenza A virus HIN1 (swine) Taiwan 2011 |Streptococcus Group C
Influenza A virus H3N2 Taiwan 2011 Streptococcus Group F
Influenza A virus H3N2 Taiwan 2013 Streptococcus Group G
Influenza A virus H3N2 Taiwan 2014 Streptococcus mutans
Influenza A virus H3N2 Taiwan 2015 Streptococcus pneumoniae
Influenza B virus Taiwan 2014-1 Streptococcus sanguis
Influenza B virus Taiwan 2014-2 Salmonella typhi

Influenza B virus Taiwan 2014-3 Salmonella enteriditis
Adenovirus type 7 Vibrio cholerae

Adenovirus type 41

Respiratory syncytial virus 2958-14

Respiratory syncytial virus 2313-15
Human parainfluenza virus Type 2
Echovirus Type 11

Herpes simplex virus Type 2
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Ibuprofen 10 mg/ml
Aspirin/Acetylsalicylic Acid 20 mg/ml
Dextromethorphan 10 mg/ml
Diphenhydramine 5mg/ml
Oxymetazoline HCI 10 mg/ml
Phenylephrine HCI 100mg/ml
Swinin nasal spray 10%
Hemogloblin 2%

Mucin 1%
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IVD Use 2016/02 V1.0
Vstrip Strep A Rapid Test
Product No. : 1G03020S
Registration Number:
MOHW-MD-(1)-N0.005976

Immunochromatographic Rapid Test for the detection of Strep A carbohydrate
antigens in throat swab specimens. For professional in vitro diagnostic use only.

INTENDED USE

The PBF Vstrip Strep A Rapid Test is a rapid chromatographic immunoassay for
the qualitative detection for Group A Streptococcal antigen from throat swabs.
The test is used to aid in the diagnosis of Group A Streptococcal infection.

SUMMARY AND EXPLANATION

Group A Streptococcal is the most significant pathogen causing pharyngitis1.
In the case of Group A Streptococcus, antibiotic therapy is the treatment of
choice. If left untreated, serious such as rheumatic fever may occur. Conventional
methods for detecting Group A Streptococcus infection involve 24-48 hour
culture of throat swab specimens followed by confirmation of beta-hemolytic
colonies as Group A Streptococcus2,3,4. Immunological confirmation of Group
A Streptococcus is based on the antigenic characteristics of the group specific
carbohydrate5. The PBF Vstrip Strep A Rapid Test is a rapid test to qualitatively
detect the presence of Group A Streptococcus antigen in throat swab specimens,
providing results within 5 minutes.

PRINCIPLE OF THE TEST

The PBF Vstrip Strep A Rapid Test is an immunochromatographic membrane assay
to detect Group A Streptococcus antigen from throat swab. To perform the test, a
throat swab specimen is collected. Antigen is extracted from the swab specimen
with reagents A and B. The dipstick is the added to the extracted sample. If
Group A Streptococcus is present in the sample, it will form complexes with the
anti-Group A streptococcus antibody conjugated color particles located at two
separate locations on the test stick. The complex will then be bound by the anti-
Group A Streptococcus capture antibody and visible red test line will appear to
indicate a positive result. A blue control line will also appear to indicate the test is
valid.

REAGENTS AND MATERIALS

M 20 Test Dipsticks

M 20 Test Tubes

M 20 Throat Swabs

W 10 ml Extraction Reagent A (2M Sodium Nitrite)

B 10 ml Extraction Reagent B (0.4M Acetic Acid)

B 1 mL Positive Control (Non-viable Strep A containing preservative)
B 1 mL Negative Control (Non-viable Strep C containing preservative)
W Package Insert

MATERIALS NOT SUPPLIED

B Timer or watch

WARNINGS AND PRECAUTIONS
For In Vitro Diagnostic Use.
. Do not use beyond the expiration date
. Dispose of containers with used contents in accordance to Federal, State and
Local requirements.
4. The dipstick must remain sealed in the protective foil pouch until just prior to
use.
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5. Do not eat, drink or smoke in the area where the specimens and kits are
handled.
6. Handle all specimens as if they contain infectious agents. Observe established

precautions against microbiological hazards throughout the procedure and

follow the standard procedures for proper disposal of specimens.

Wear protective clothing such as laboratory coats, disposable gloves and eye

protection when specimens are assayed.

8. WARNING: Extraction Reagent A is harmful if swallowed or absorbed through
skin. May cause eye irritation.

9. CAUTION: Extraction Reagent B may cause skin, eye and respiratory tract
irritation.

10. The positive and negative controls contain sodium azide (NaN3) as a

preservative.

11.Do not interchange reagent bottle caps.

12.Do not interchange external control solution bottle caps.

13.Humidity and temperature can adversely affect results.

STORAGE
W Store Test Sticks and reagents tightly capped at 15°C- 30°C.
M Do not use Test Sticks or reagents after expiration data.
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SPECIMEN COLLECTION AND HANDLING

Using the swab provided in the kit (or use rayon tipped swabs to collect throat
specimens. Do not use calcium alginate, cotton tipped or wooden shaft swabs.),
collect specimen by sampling material from the back of the throat and any
while patches in the tonsillar area. Avoid contact with teeth, gums, and tongue
or cheek surfaces. Process patient sample immediately following specimen
collection. If a culture result is also desired, inoculate the culture plate with the
swab prior to performing the PBF Vstrip Strep A Rapid Test by rolling it firmly over
a small portion of one quadrant of the agar plate. Do not perform the PBF Vstrip

Strep A Rapid Test before inoculating the culture plate, as the extraction reagents
render the bacteria on swab nonviable. When immediate testing is not possible,
place the patient swab into a dry test tube for transport or storage. Throat swab
specimens may be stored refrigerated at 2-8°C for up to 72 hours. The use of
transport media is not recommended with the product.

QUALITY CONTROL

Built-in Control Features

The PBF Vstrip Strep A Rapid Test provides three levels of internal procedural
controls with each test run. For daily quality control, PBF recommends
documenting that these internal controls were checked for the first sample
tested each day. The color of the Extraction Reagent changes from pink to clear
as the reagents are mixed together. The color change is an internal extraction
reagent control and is an indication that the reagents were mixed and functioning
properly. The appearance of a blue Control Line is an internal control. The
Dipstick must absorb the proper amount of sample and the Dipstick must be
working properly for the blue Control Line to appear. Additionally, the appearance
of the Control Line indicates that capillary flow occurred. A clear background is an
internal background negative control.

External Quality Control Testing

External controls may also be used to demonstrate that the reagents and assay
procedure perform properly. PBF recommends that positive and negative
controls be run once for each untrained operator, once for each new shipment
of kits-provided that each different lot received in the shipment is tested- and
as deemed additionally necessary by your internal quality control procedures,
and in accordance with local, state, and federal regulations or accreditation
requirements. If the controls do not perform as expected, repeat the test or
contact PBF Technical Service. Support before testing patient specimens.

ASSAY PROCEDURE

All clinical specimens must be at room temperature before beginning the assay.

1. Just before testing, add 5 drops Reagent A (pink) and 5 drops Reagents B to the
Test tube (the solution should turn light yellow).

. Immediately put the swab into the Tube. Vigorously mix the solution by
rotating the swab forcefully against the side of the Tube at least ten (10) times.
Best results are obtained when the specimen is vigorously extracted in the
solution. Let stand for 1 minutes.

. Express as much liquid as possible from the swab by squeezing the sides of the

tube as the swab is withdrawn. Discard the swab.

Remove the Test Stick(s) from foil pouch. Place the Dipstick into the tube with

the arrows of the Dipstick pointing down.

. Read result at five (5) minutes. Some positive results may appear sooner.
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Interpretation of Results

Positive result: Two distinct lines

One line should be in the control region (C) and another line should be in the test
region (T). A positive result indicates that Strep A was detected in the sample.
NOTE: The intensity of the red color in the test line region (T) will vary depending
on the concentration of Strep A present in the sample. Therefore, any visible
shade of red in test region (T) should be considered positive.

Negative result: One line in the control region (C)

NO apparent red appears in test region (T). A negative result indicates that
Strep A is not present in the sample, or is present below the detectable level of
test. The patient’s sample should be cultured to confirm the absence of Strep
A infection. If clinical symptoms are not consistent with results, obtain another
sample for culture.

Invalid: Control line fails to appear.

Insufficient sample volume or incorrect procedural techniques are the most likely
reasons for control line failure. Review the procedure and repeat the test with a
new test dipstick. If the problem persists, discontinue using the kit immediately
and contact PBF Technical Service.

LIMITATIONS
B The PBF Strap Strep A Rapid Test does not differentiate between viable and
nonviable organisms. Patient that have recently been treated for Strep A or
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similar infections may postitive results for a period of time following effective
treatment due to the presence of Group A strep antigen in nonviable organism.

B Pharyngitis can be caused by organisms other than Group A Streptococcus.
Further diagnostic testing, including culture, should be performed if laboratory
findings are inconsistent with clinical presentation.

M Excess blood or mucus on the swab specimen may interfere with test
performance and may vyield a false positive result. Avoid touching the tongue,
cheeks, and teeth and any bleeding areas of the mouth with the swab when
collecting specimens.

W The PBF Vstrip Strep A will not differentiate asymptomatic carrier of Group A
Streptococcus from those exhibiting streptococcal infection.

W A negative result may be obtained if the amount of extracted antigen is below
the sensitivity of the test. Culture confirmation is recommended for all PBF
Vstrip Strep A Rapid Test negative test results.

M A single swab that is used both to inoculate a culture plate and to perform the
rapid test may have reduced sensitivity in the PBF Vstrip Strep A Rapid Test.

PERFORMANCE CHARACTERISTICS

Analytical sensitivity (Limit of Detection)

All of Group A Streptococcus strain from BCRC (Taiwan) were tested as positive
results in the PBF Vstrip Strep A Rapid Test. Strep A organisms were quantitated
using standard microbiological methods. Analytical sensitivity studies, performed
by testing dilutions of culture of Group A Streptococcus, ATCC 19615, determined
the PBF Vstrip Strep A Rapid Test limit of detection to be 4.0 x10* CFU per test.

Analytical specificity (Cross-Reactivity):

To determine the analytical specificity of the PBF Vstrip Strep A Rapid Test, 34
commensal and pathogenic microorganisms (14 bacteria and 20 viruses) that
may be present in the pharynx were tested. All of the following microorganisms
were negative when tested at concentrations ranging from 10° to 10° TCID50/ml
(viruses) and 10’ to 10° organisms/ml (bacteria).

Virus Bacteria

Influenza A virus HIN1 (swine) Taiwan 2009 Pseudomonas aeruginosa

Influenza A virus HIN1 (swine) Taiwan 2010 Serratia marcescens

Influenza A virus HIN1 (human) WSN 1933 Staphylococcus aureus

Influenza A virus HIN1 (human) PR 1934 Staphylococcus epidermidis

Influenza A virus HIN1 (swine) Taiwan 2014 Streptococcus Group B

Influenza A virus HIN1 (swine) Taiwan 2011 Streptococcus Group C

Influenza A virus H3N2 Taiwan 2011 Streptococcus Group F

Influenza A virus H3N2 Taiwan 2013 Streptococcus Group G

Influenza A virus H3N2 Taiwan 2014 Streptococcus mutans

Influenza A virus H3N2 Taiwan 2015 Streptococcus pneumoniae

Influenza B virus Taiwan 2014-1 Streptococcus sanguis

Influenza B virus Taiwan 2014-2 Salmonella typhi

Influenza B virus Taiwan 2014-3 Salmonella enteriditis

Adenovirus type 7 Vibrio cholerae

Adenovirus type 41

Respiratory syncytial virus 2958-14

Respiratory syncytial virus 2313-15

Human parainfluenza virus Type 2

Echovirus Type 11

Herpes simplex virus Type 2

Interfering substances:

The following substances, naturally present in throat specimens or that may be
artificially introduced into the pharynx, were evaluated in the PBF Vstrip Strep A
Rapid Test at the concentrations listed below and were found not to affect test
performance.

Substance Concentration
Ibuprofen 10 mg/ml
Aspirin/Acetylsalicylic Acid 20 mg/ml
Dextromethorphan 10 mg/ml
Diphenhydramine 5 mg/ml
Oxymetazoline HC 10 mg/ml
Phenylephrine HCI 100mg/ml
Swinin nasal spray 10%

Hemogloblin 2%

Mucin 1%

Clinical correlation
TBD
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