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Detection in Throat Swab
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DIAGNOSTICS

ProductCode: TSA01 Only for professional in vitro diagnostic use

StrepATest Device dt ts Str tigenin
Strep A Test Device is a rapid ic assay for quali detection of Strep A antigen in throat swab samples to aid in the diagnosis of Group A

Streptococcalinfection.

BACKGROUND INFORMATION

GroupA found in the throat and on the skin. People may carry GmupA Slreplococc/ inthe throator on the skin and have no
symp(cms ofillness. Mosl GAS mfectlons are relatively mild illnesses such as "strep throat," orimpetigo. O¢ n life-
threatening diseases.

These bacteria are spread through direct contact with mucus from the nose or throat of persons who are infected or through contact with infected wounds or sores on
the skin.
Conventional methods used for the detection of the disease depend on (he isolation and subsequent identification of the organism. These methods often require 24-

48 hours to complete Recenl of which can detect Group A Streptococcal antigen directly from throat swabs allow
ister therapy i i

REAGENTS

The test contains particle i libodie if p tigen and ig trep. tig

Strep A Test Device is a qualitative, immunochromatographic assay for detection of Strep A carbohydrate antigen in throat swabs. There are antibodies specific to
SirepAcarbohydrate antigen immobilized fo T"test area of the test. While performing the test; extracted throat swab sample cropped to the sample wellreacs with

ific to Strep Aantigens. This complex migrates to the other end of the membrane by capillary action. Ifthere is Strep Aantigen
in the sample, they bind to annbomes specific to Strep Aantigen in the “T” test area and create a visible, colored signal that means the test result is positive. If the
sample does not contain Strep Aantigen, colored line does not appearinthe “T” test area. This means the test result A 1, a colored line
always appears in the “C” control area indicating that proper volume of sample has beenii and jcking h d.

PRECAUTIONS AND L| ONS

1. For andir
2. Donot use testkitbeyond expiry date. The test device is single use. Do not reus
3.Thetest: inits original untilusage. DonoiuselheleslIﬂhesea!lsb(okenor(hepouch is damaged.
4. Wear i the test.
5 Useanewdropper!oreach sample.
lhlstes(muslbeu ed for ion. Other h: tbeen validated with this test.
7 Reagent B contai i Ifth tacts skin or eye, flush with larg fwater.

8. Do notinterchange reagent bottle caps.
9. Excess blood or mucus on the swab sample may interfere wwth test performance and may yield a false positive result. Avoid touching the tongue, cheeks and teeth
y fthe mouth with th

10. All patient samples should be hand\ed as taking capable of disease into i ion. Observe. i against

hazards all roper disp samples.

1. This test will indicate only the presence or absence of Strep A antigen in Ihe sample, and should not be used as the only basis for the diagnosis of Group A

Streptococcal infection.

As with all diagnostic tests, it should be kept in mind that an identification diagnosis can't be based on a single test result. Diagnosis can only be reached by an expert

after the evaluation of all clinical and laboratory findings.

12. Anegative result must be confirmed by culture. Anegahve result may be obtained if the concentration of the Strep A antigen present in the throat swab is not
q is below

Test be
Storeat4-30°C (39-86°F). Do not freeze.
The testil t

moisture, heatand radiation sources.

piry ions. The testdevice should be usedin afterth
SAMPLE COLLECTION AND PREPARA N

-0 i idedinthe kit.
- Collect the throat swab sample with the sterile swab provided in the kit. Swab the posterior pharynx, tonsils, and other inflamed areas. Avoid touching the tongue,
cheeks and teeth with the swab.
- Testing should be performed immediately after the samples have been collected. Swab samples may be stored in a clean, dry plastic tube for upto 8 hours at room
temperature or 72 hours at2-8 °C. Stuart'sor. d with this product.

-Ifaculture s desired, lightly roll the swab tip pAselecti ) blood agarpl using the swabiin the StrepATest Device.

Kit components : Test devices, droppers, test tubes, steril swabs, Strep A- Reagent A (2M Sodium Nitrite), Strep A - Reagent B (0,4 M Acetic Acid), work station and
instructions for use.

terial i i :Timer.

Additional materials recommended but not provided : Micropipettes to deliver mentioned amount of sample in the test procedure, negative and positive control
materials.

TEST PROCEDURE

Bring the tests, throat p
1. Place the test tube to the work station.
2. Hold ReagentAbottle vertically and add 4 full drops (~ 240 pl) to the test tube. ReagentAhas a red color (reagent with the red cap). (Figure 1).
3. Hold Reagent B bottle vertically and add 4 rops (~ 160 ) o the test tube that inciudes ReagentA. Reagent B hasno color (reagentwith the yellow cap). (Figure 1).
4 Mix gently by g the testtube. Additi Reagent Bto Reagent Achanges the colorof the solution from red toyellow (Figure 1).

dipthe inthe test tube that has yells lution.
6 Agltate(he swab 10times in the tube. Leave the swab 1 minute in the tube.
7 Press the swab on the walls of the tube and try to leave as much liquid as in the tube while laklng the swab outoffthe tube (Flgure 2)

ofits pouch. Draw extracted tothe dropper,

9 Drop 3 drops (~ 100 pl) of fth 3).
10 Dependmg on the Strep Aantlgen concenlranon in the sample, the test can react even in 2-3 minutes. Results should be read at 5 minutes as shown below. Results
wvalid.

T

3 Drops of
sample solution
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I TERPRETATION OF RESULTS

Negative : Only one colored lineis visible in “C” area, indicating that Strep Aantigen does not exist.
Posltlve Two: Co!ored lines are visible in “C” and “T" areas, indicating that Strep Aantigen exists.
la!nl linein“T" area. Even such a faintline in “T" area should be regarded as “positive”.

Y
Invahd :Nocol Ilne is visible oronl; “T" area; test should be repeated using a new test device.
T O Y O®
o (1 N | - o - o -
NEGATIVE POSITIVE INVALID INVALID

QUALITY CONTROL

Tests have built in procedural quality control features. When the test is complete, the user will see a colored line in the “C" area of the test on negative samples and a

colored line in the “T" and “C” area on positive samples. The appearance of the control “C” line is considered as an internal procedural control. This line indicates that

sufficient volume of sample was added as well as valid test result. It is recommended that a negative control and a positive control be used to verify proper test
. Us , state and

PERFORMANCE EVALUATION

For evaluation a total of 310 throat swabs were collected from patients exhibiting symptomps of pharyngitis. Each swab was rolled onto a sheep blood agar plate and then
tested by Strep ATest Device. The plates were further streaked for isolation and incubated at 37 °Cwih % 510 GO, and a Bacilracin disk for 18-24 hours. The negative

incubated for 18-24 hours. Possibl firmed with a ate on grouping kitas a reference
method used P pATest Device and following results are obtained. e
973% 99%  +PredictiveV: 98,6% ictiveV: 97,5 %
Test + Restlt
Confidenceinterval: 95% ZReE
CROSS REACTIVITY
Cross reactivity has been i ples (1,0X 10" i no cross reactivity was found with the Strep ATest Device.
Group B Streptococcus Neisseriameningfidis Serratiamarcescens
Group F Streptococcus Neisseria sicca Kiebsiella pneumoniae
i Bordetella pertussis
Streptococous mutans Group C Streptococcus Neisseria gonorrhea
Staphyloccoccus aureus Group G Streptococeus Neisseria subflava
ium diphteri angui Hemophilus influenza
Candidaalbicans Enterococcus faecalis
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