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R
EF IST-502 

English 
A

 rapid test for the qualitative detection of Strep A
 antigens in throat sw

ab specim
ens. 

For professional in vitro diagnostic use only. 
【

IN
TEN

D
ED

 U
SE

】
 

The S
trep A R

apid Test C
assette is a rapid chrom

atographic im
m

unoassay for the qualitative detection of 
S

trep A
 antigens from

 throat sw
ab specim

ens to aid in the diagnosis of G
roup A

 Streptococcal infection. 
【

SU
M

M
A

R
Y
】

 
S

treptococcus pyogenes is non-m
otile gram

-positive cocci, w
hich contains the Lancefield group A 

antigens 
that 

can 
cause 

serious 
infections 

such 
as 

pharyngitis, 
respiratory 

infection, 
im

petigo, 
endocarditis, m

eningitis, puerperal sepsis, and arthritis. 1 Left untreated, these infections can lead to 
serious com

plications, including rheum
atic fever and peritonsillar abscess. 2 Traditional identification 

procedures for G
roup A S

treptococci infection involve the isolation and identification of viable organism
s 

using techniques that require 24 to 48 hours or longer. 3.4 
The S

trep A
 R

apid Test C
assette is a rapid test to qualitatively detect the presence of S

trep A
 antigens in 

throat sw
ab specim

ens, providing results w
ithin 5 m

inutes. The test utilizes antibodies specific for w
hole 

cell Lancefield G
roup A

 S
treptococcus to selectively detect S

trep A
 antigens in a throat sw

ab specim
en. 

【
PR

IN
C

IPLE
】

 
The S

trep A
 R

apid Test C
assette a qualitative, lateral flow

 im
m

unoassay for the detection of S
trep A 

carbohydrate antigen in a throat sw
ab. In this test, antibody specific to S

trep A
 carbohydrate antigen is 

coated on the test line region of the test. D
uring testing, the extracted throat sw

ab specim
en reacts w

ith 
an antibody to Strep A that is coated onto particles. The m

ixture m
igrates up the m

em
brane to react w

ith 
the antibody to S

trep A
 on the m

em
brane and generate a color line in the test line region. The presence of 

this color line in the test line region indicates a positive result, w
hile its absence indicates a negative result. 

To serve as a procedural control, a colored line w
ill alw

ays appear in the control line region, indicating that 
proper volum

e of specim
en has been added and m

em
brane w

icking has occurred. 
【

R
EAG

EN
T
】

 
The test contains S

trep A antibody coated particles and S
trep A antibodies coated on the m

em
brane. 

【
PR

EC
A

U
TIO

N
S
】

 
1. 

For professional in vitro diagnostic use only. D
o not use after the expiration date. 

2. 
D

o not eat, drink or sm
oke in the area w

here the specim
ens and kits are handled. 

3. 
H

andle all specim
ens as if they contain infectious agents. O

bserve established precautions against 
m

icrobiological hazards throughout the procedure and follow
 the standard procedures for proper 

disposal of specim
ens. 

4. 
W

ear protective clothing such as laboratory coats, disposable gloves and eye protection w
hen 

specim
ens are assayed. 

5. 
The used test should be discarded according to local regulations. 

6. 
H

um
idity and tem

perature can adversely affect results. 
7. 

D
o not use test if pouch is dam

aged. 
8. 

R
eagent B

 contains an acidic solution. If the solution contacts the skin or eye, flush w
ith large volum

es 
of w

ater. 
9. 

The positive and negative controls contain sodium
 azide (P

roclin300) as a preservative. 
10. D

o not interchange external control solution bottle caps. 
【

STO
R

AG
E A

N
D

 STAB
ILITY

】
 

S
tore as packaged in the sealed pouch at room

 tem
perature or refrigerated (2-30°C

). The test is stable 
through the expiration date printed on the sealed pouch. The test m

ust rem
ain in the sealed pouch until 

use. D
O

 N
O

T FR
EEZE. D

o not use beyond the expiration date. 
【

SPEC
IM

EN
 C

O
LLEC

TIO
N

 A
N

D
 PR

EP
AR

ATIO
N
】

 
1. C

ollect the throat sw
ab specim

en w
ith the sterile sw

ab that is provided in the kit. Transport sw
abs 

containing m
odified S

tuart’s or A
m

ies m
edium

 can also be used w
ith this product. S

w
ab the posterior 

pharynx, tonsils and other inflam
ed areas. A

void touching the tongue, cheeks and teeth w
ith the 

sw
ab. 5 

2. Testing should be perform
ed im

m
ediately after the specim

ens have been collected. S
w

ab specim
ens 

m
ay be stored in a clean, dry plastic tube for up to 8 hours at room

 tem
perature or 72 hours at 2-8°C

. 
3. If a culture is desired, lightly roll the sw

ab tip onto a G
roup A selective (G

A
S

) blood agar plate before 
using the sw

ab in the S
trep A

 R
apid Test C

assette. 
【

M
ATER

IA
LS

】
 

M
aterials Provided 

z
 

Test C
assettes 

z
 

E
xtraction tubes 

z
 

S
terile sw

abs 
z

 
W

orkstation 
z

 
D

ropper tips 
z

 
P

ackage insert 
z

 
E

xtraction reagent (1.3M
 N

aN
O

2 ) 
 

z
 

P
ositive control(N

on-viable S
trep A

; 0.01%
 P

roclin300) 
z

 
N

egative control(N
on-viable S

trep C
; 0.01%

 P
roclin300) 

M
aterials R

equired B
ut N

ot Provided 
z

 
Tim

er 
【

D
IR

EC
TIO

N
S FO

R
 U

SE
】

 
A

llow
 the test, reagents, throat sw

ab specim
en, and/or controls to reach room

 tem
perature 

(15-30°C
) prior to testing. 

1. R
em

ove the test cassette from
 the sealed foil pouch and use it w

ithin one hour. B
est results w

ill be 
obtained if the test is perform

ed im
m

ediately after opening the foil pouch. 
2. H

old the E
xtraction R

eagent bottle vertically and add 6 full drops (approxim
ately 360μL) of 

Extraction R
eagent in red color into an extraction tube. S

queeze the bottom
 of the extraction tube 3 

tim
es to find the red solution turns to be yellow

. See illustration 1 and illustration 2 
3. Im

m
ediately insert the sw

ab w
ith specim

en into the extraction tube, agitate the sw
ab vigorously 15 

tim
es in the solution, leave the sw

ab in the extraction tube for 1 m
inute and press the sw

ab head 
against the w

all of the bottom
 of the extraction tube for 3 tim

es. S
ee illustration 3  

4. S
queeze the side of the tube w

hile rem
oving the sw

ab so that m
ost of the liquid stays in the tube. U

se 

extraction solution as test sam
ple. D

iscard the sw
ab. S

ee illustration 4 
5. Fit the dropper tip on top of the extraction tube. Place the test cassette on a clean and level surface. 

A
dd three drops of the solution (approx.100ul) to the sam

ple w
ell and then start the tim

er. R
ead the 

result at 5 m
inutes. D

o not interpret the result after 10 m
inutes. See illustration 5 and illustration 6 

                        【
IN

TER
PR

ETATIO
N

 O
F R

ESU
LTS

】
 

(P
lease refer to the illustration above) 

PO
SITIVE:* Tw

o colored lines appear. O
ne colored line should be in the control line region (C

) and 
another apparent colored line should be in the test line region (T). A

 positive result indicates that S
trep A 

w
as detected in the specim

en. 
*N

O
TE: The intensity of the color in the test line region (T) w

ill vary depending on the concentration of 
S

trep A
 present in the specim

en. Therefore, any shade of color in the test line region (T) should be 
considered positive. 
N

EG
ATIVE: O

ne colored line appears in the control line region (C
). N

o line appears in the test line 
region (T). A

 negative result indicates that S
trep A

 antigen is not present in the specim
en, or is present 

below
 the detectable level of the test. The patient’s specim

en should be cultured to confirm
 the absence 

of Strep A
 infection. If clinical sym

ptom
s are not consistent w

ith results, obtain another specim
en for 

culture. 
IN

V
A

LID
: C

ontrol line fails to appear. Insufficient specim
en volum

e or incorrect procedural techniques 
are the m

ost likely reasons for control line failure. R
eview

 the procedure and repeat the test w
ith a new

 
test. If the problem

 persists, discontinue using the test kit im
m

ediately and contact your local distributor. 
【

Q
U

ALITY C
O

N
TR

O
L
】

 
Internal Q

uality C
ontrol 

Internal procedural controls are included in the test. A
 colored line appearing in the control region (C

) is 
an internal positive procedural control. It confirm

s sufficient specim
en volum

e, adequate m
em

brane 
w

icking and correct procedural technique. 
External Q

uality C
ontrol 

It is recom
m

ended that a positive and negative external control be run every 25 tests, and as deem
ed 

necessary by internal laboratory procedures. E
xternal positive and negative controls are supplied in the 

kit. A
lternatively, other G

roup A and non-G
roup A S

treptococcus reference strains m
ay be used as 

external controls. S
om

e com
m

ercial controls m
ay contain interfering preservatives; therefore, other 

com
m

ercial controls are not recom
m

ended. 
Procedure for External Q

uality C
ontrol Testing 

1. A
dd 6 full drops of E

xtraction R
eagent into an extraction tube. Tap the bottom

 of the tube gently to m
ix 

the liquid. 
2. A

dd 1 full drop of positive or negative control solution into the tube, holding the bottle upright. 
3. P

lace a clean sw
ab into this extraction tube and agitate the sw

ab in the solution by rotating it at least 
15 tim

es. Leave the sw
ab in the extraction tube for 1 m

inute. Then express the liquid from
 the sw

ab 
head by rolling the sw

ab against the inside of the extraction tube and squeezing the extraction tube as 
the sw

ab is w
ithdraw

n. D
iscard the sw

ab. 
4. C

ontinue w
ith S

tep 5 of D
irections For U

se. 
If the controls do not yield the expected results, do not use the test results. R

epeat the test or contact 
your distributor. 

【
LIM

ITATIO
N

S
】

 
1. The S

trep A
 R

apid Test C
assette is for in vitro diagnostic use only. The test should be used for the 

detection of S
trep A antigen in throat sw

ab specim
ens only. N

either the quantitative value nor the rate 
of increase in S

trep A
 antigen concentration can be determ

ined by this qualitative test. 
2. This test w

ill only indicate the presence of Strep A
 antigen in the specim

en from
 both viable and 

non-viable G
roup A

 S
treptococcus bacteria. 

3. A
 negative result should be confirm

ed by culture. A
 negative result m

ay be obtained if the 
concentration of the S

trep A
 antigen present in the throat sw

ab is not adequate or is below
 the 

detectable level of the test. 
4. E

xcess blood or m
ucus on the sw

ab specim
en m

ay interfere w
ith test perform

ance and m
ay yield a 

false positive result. A
void touching the tongue, cheeks, and teeth

5 and any bleeding areas of the 
m

outh w
ith the sw

ab w
hen collecting specim

ens. 
5. A

s w
ith all diagnostic tests, all results m

ust be interpreted together w
ith other clinical inform

ation 
available to the physician. 

【
EXPEC

TED
 VALU

ES
】

 
A

pproxim
ately 15%

 of pharyngitis in children ages 3 m
onths to 5 years is caused by G

roup A
 beta 

hem
olytic S

treptococcus. 6 In school-aged children and adults, the incidence of S
trep throat infection is 

about 40%
. 7 This disease usually occurs in the w

inter and early spring in tem
perate clim

ates. 3 
【

PER
FO

R
M

A
N

C
E C

H
A

R
A
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S
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Sensitivity and Specificity 

U
sing three m

edical centers for evaluation, a total of 526 throat sw
abs w

ere collected from
 patients 

exhibiting sym
ptom

s of pharyngitis. Each sw
ab w

as rolled onto a sheep blood agar plate, and then tested 
by the S

trep A
 R

apid Test C
assette (Throat S

w
ab). The plates w

ere further streaked for isolation, and 
then incubated at 37°C

 w
ith 5-10%

 C
O

2 and a B
acitracin disk for 18-24 hours. The negative culture 

plates w
ere incubated for an additional 18-24 hours. Possible G

AS
 colonies w

ere subcultured and 
confirm

ed w
ith a com

m
ercially available latex agglutination grouping kit. O

f the 526 total specim
ens, 404 

w
ere confirm

ed to be negative and 122 w
ere confirm

ed to be positive by culture. D
uring this study, one 

S
trep F specim

ens yielded positive results w
ith the Test. O

ne of these specim
ens w

as re-cultured, then 
re-tested and yielded a negative result. Three additional different S

trep F strains w
ere cultured and tested 

for cross-reactivity and also yielded negative results. 
M

ethod 
C

ulture 
Total R

esults 
S

trep A
 R

apid Test 
C

assette 

R
esults 

P
ositive 

N
egative 

P
ositive 

116 
9 

125 
N

egative 
6 

395 
401 

Total R
esults 

122 
404 

526 
R

elative Sensitivity: 95.1%
 (95%

C
I*: 89.6%

-98.2%
)                  *C

onfidence Interval 
R

elative Specificity: 97.8%
 (95%

C
I*: 95.8%

-99%
) 

A
ccuracy: 97.1%

 (95%
C

I*: 95.3%
-98.4%

) 
Positive C

ulture C
lassification 

Strep A R
apid Test/C

ulture 
%

 Agreem
ent 

R
are 

8/10 
80.0%

 
1+ 

18/20 
90.0%

 
2+ 

19/20 
95.0%

 
3+ 

33/34 
97.1%

 
4+ 

38/38 
100.0%

 
C

ross R
eactivity 

The follow
ing organism

s w
ere tested at 1.0 x 10

7 organism
s per test and w

ere all found to be negative 
w

hen tested w
ith the S

trep A
 R

apid Test C
assette. N

o m
ucoid-producing strains w

ere tested. 
G

roup B S
treptococcus 

N
eisseria m

eningitidis 
S

erratia m
arcescens 

G
roup F S

treptococcus 
N

eisseria sicca   
K

lebsiella pneum
oniae 

S
treptococcus pneum

oniae 
B

ranham
ella catarrhalis 

B
ordetella pertussis 

S
treptococcus m

utans   
G

roup C
 Streptococcus 

N
eisseria gonorrhea 

S
taphylococcus aureus 

G
roup G

 S
treptococcus 

N
eisseria subflava 

C
orynebacterium

 diphtheria 
S

treptococcus sanguis 
H

em
ophilus influenza 

C
andida albicans 

S
taphylococcus epiderm

idis 
P

seudom
onas aeruginosa 

E
nterococcus faecalis 
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