
F
or in

 vitro diagn
ostic use only.  

IN
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E
N

D
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D
 U

S
E

 

T
he C

O
V

ID
-19 A

ntigen R
ap

id T
est D

evice is an in vitro
 im

m
u

no
assay. T

he assay is fo
r the direct and

 

qualitative 
detectio

n 
o

f 
S

A
R

S
-C

o
V

-2 
viral 

nucleo
protein 

antigens 
fro

m
 

naso
pharyngeal 

secretio
ns 

co
llected fro

m
 ind

ividu
als susp

ected o
f C

O
V

ID
-19 w

ithin the first 5 days o
f sym

pto
m

 o
nset. 

T
he C

O
V

ID
-19 A

ntigen R
ap

id T
est D

evice is intended fo
r use by trained healthcare pro

fessio
nals. F

o
r 

labo
ratory and po

int o
f care use.T

his assay is no
t intended fo

r ho
m

e testing (or self-testing). 

R
esu

lts are fo
r the id

entificatio
n o

f S
A

R
S

-C
o

V
-2 viral nucleo

protein antigen. A
ntigen is generally 

detectable in naso
pharyngeal secretio

ns during the acute phase o
f infectio

n. P
o

sitive resu
lts ind

icate the 

presence o
f viral antigens, but clin

ical co
rrelatio

n w
ith patient histo

ry and o
ther diag

no
stic info

rm
atio

n 

is 
necessary 

to 
determ

ine 
infectio

n 
status. 

P
o

sitive 
resu

lts 
do 

not 
rule 

o
ut 

bacterial 
infectio

n 
o

r 

co
-infectio

n w
ith o

ther viruses. T
he agent detected m

ay no
t be the defin

ite cause o
f d

isease. L
abo

ratories 

are required to repo
rt all po

sitive resu
lts to

 the appro
priate public health autho

rity. 

N
egative resu

lts do
 not rule o

ut S
A

R
S

-C
o

V
-2 infectio

n and sho
u

ld no
t be used as the so

le basis fo
r 

treatm
ent 

o
r 

patient 
m

anagem
ent 

decisio
ns, 

includ
ing 

infectio
n 

co
ntro

l 
decisio

ns. 
N

egative 
resu

lts 

sho
u

ld be co
nsidered in the co

ntext o
f a patient’s recent expo

sures, histo
ry and the presence o

f clin
ical 

sig
ns and sym

pto
m

s co
nsistent w

ith C
O

V
ID

-19, and co
nfirm

ed w
ith a m

o
lecu

lar assay, if necessary fo
r 

patient m
anagem

ent. 

S
U

M
M

A
R

Y
 A

N
D

 E
X

P
L

A
N

A
T

IO
N

 O
F

 T
H

E
 T

E
S

T
 

C
o

ro
na viru

ses are a large fam
ily o

f viruses that are co
m

m
o

n in m
any d

ifferent species o
f anim

als, 

includ
ing cam

els, cattle, cats, and bats. 
 

T
he viru

s 
is transm

itted m
ainly via resp

iratory dro
plets that peo

ple sneeze, 
co

ugh, o
r exhale. 

T
he 

incu
batio

n perio
d fo

r C
O

V
ID

-19 is currently estim
ated at betw

een 2 and 14 days. C
o

m
m

o
n sym

pto
m

s 

o
f C

O
V

ID
-19 infectio

n include fever, co
ugh and resp

irato
ry sym

pto
m

s such as sho
rtness o

f breath and 

breathing 
d

ifficu
lties. 

M
o

re 
serio

us 
cases 

develo
p 

severe 
pneu

m
o

nia, 
acute 

resp
irato

ry 
d

istress 

syndro
m

e, sepsis and septic sho
ck that can lead to the death o

f the patient. P
eo

ple w
ith existing chro

nic 

co
nd

itio
ns seem

 to be m
o

re vu
lnerable to severe illness. 

If peo
p

le w
ith C

O
V

ID
-19 are tested and diag

no
sed in a tim

ely m
anner and rigo

ro
us infectio

n co
ntro

l 

m
easures are app

lied, the likeliho
o

d o
f sustained hu

m
an-to-hu

m
an transm

issio
n in co

m
m

u
nity setting

s is 

lo
w

. 
 

P
R

IN
C

IP
L

E
 

T
he 

C
O

V
ID

-19 
A

ntigen 
R

ap
id 

T
est 

D
evice 

detects 
S

A
R

S
-C

o
V

-2 
viral 

antig
ens 

thro
ugh 

visual 

interpretatio
n o

f co
lo

r develo
p

m
ent. A

nti-S
A

R
S

-C
o

V
-2 antibo

dies are im
m

o
bilized o

n the test regio
n o

f 

the 
nitro

cellu
lo

se 
m

em
brane. 

A
nti-S

A
R

S
-C

o
V

-2 
antibo

d
ies 

co
njugated 

to 
co

lo
red 

particles 
are 

im
m

o
bilized o

n the co
njugated pad. A

 sam
p

le is added to
 the extractio

n bu
ffer w

hich is o
ptim

ized
 to 

release the S
A

R
S

-C
o

V
-2 antigens fro

m
 specim

en. 
 

D
uring 

testing, 
the 

extracted 
antigens 

bind 
to

 
anti-S

A
R

S
-C

o
V

-2 
antibo

d
ies 

co
njug

ated 
to

 
co

lo
red 

particles. A
s the specim

en m
igrates alo

ng the strip
 by cap

illary actio
n and interacts w

ith reagents o
n the 

m
em

brane, the co
m

p
lex w

ill be captured by the anti-S
A

R
S

-C
o

V
-2 antibo

d
ies at the test reg

io
n. E

xcess 

co
lo

red particles are captured at the internal co
ntrol zo

ne. 
 

T
he presence o

f a co
lo

red band in the test regio
n ind

icates a po
sitive resu

lt fo
r the S

A
R

S
-C

o
V

-2 viral 

antigens, w
hile its absence ind

icates a negative resu
lt. A

 co
lo

red band at the co
ntro

l reg
io

n serves as a 

pro
cedural co

ntro
l, 

ind
icating that the pro

per 
vo

lu
m

e o
f specim

en 
has 

been added and 
m

em
b

rane 

w
ick

ing is w
o

rking. 

M
A

T
E

R
IA

L
S

 

M
aterial s P

rovid
ed

 

 
Ind

ividu
ally pack

ed test devices
 

E
xtractio

n bu
ffer 

 
E

xtractio
n tube

 
N

o
zzle w

ith filter

 
Ind

ividu
ally pack

ed sw
abs

 
T

ube stand

 
P

ackage insert
 

P
o

sitive co
ntro

l(If requ
ired)

 
N

egative co
ntro

l(If requ
ired)M

aterials R
eq

u
ired

 b
u

t N
ot p

rovid
ed

 

 
C

lo
ck, tim

er o
r sto

pw
atch 

P
R

E
C

A
U

T
IO

N
S

 

 
F

o
r in vitro

 D
iag

no
stic U

se O
nly.

 
T

his test has been autho
rized o

nly fo
r the detectio

n o
f pro

teins fro
m

 S
A

R
S

-C
o

V
-2, not fo

r any o
ther 

viruses o
r patho

gens. 
 

R
ead the P

ackage Insert prio
r to use. D

irectio
ns sho

uld be read and fo
llo

w
ed carefu

lly. 
 

D
o

 not use kit o
r co

m
po

nents beyo
nd the exp

iratio
n date. 

            1)
R

em
o

ve the sw
ab

fro
m

its pack
ing

2)
Insert
co

ntains cells as w
ell as m

ucu
s)

3)
P

ro
cess the sw

ab as so
o

n as po
ssible after co

llecting the specim
en

N
ote:

1. 

2. 

3. 
4. 

B
ring

devices,reagents
and

specim
ens and/or

controls
to

1. 

2. 
3. 

4. 

5. 

6. 

C
O

V
ID

-19
 A

n
tig

en R
ap

id
 T

est D
evice 

C
O

V
-S

2
3

S
pecific training o

r 
guidance 

is reco
m

m
ended 

if o
perato

rs are not 
experienced w

ith sp
ecim

en 
co

llectio
n
 and hand

ling pro
cedures. W

ear protective clo
thing such as labo

rato
ry co

ats, dispo
sable 

g
lo

ves, and eye protectio
n w

hen specim
ens are co

llected and evaluated. 
T

he device co
ntains m

aterial o
f anim

al o
rig

in and sho
u

ld be hand
led as a potential bio

hazard. D
o 

no
t use if po

uch is dam
ag

ed o
r o

pen. 
 

T
est devices are packaged in fo

il po
uches that exclude m

o
isture during storage. Inspect each fo

il 
po

uch befo
re o

pening. D
o not use devices that have ho

les in the fo
il o

r w
here the po

uch has not 
been co

m
p

letely sealed. E
rro

neo
us resu

lt m
ay o

ccur if test reagents o
r co

m
po

nents are im
pro

perly 
sto

red. 
D

o not use the E
xtractio

n B
u

ffer if it is d
isco

lo
red o

r turbid. D
isco

lo
ratio

n o
r turb

id
ity m

ay be a 
sig

n o
f m

icro
bial co

ntam
inatio

n. 
A

ll patient specim
ens sho

u
ld be hand

led and discarded as if they are bio
lo

g
ically hazardo

us. A
ll 

specim
ens m

ust be m
ixed tho

ro
ughly befo

re testing to 
ensure a representative sam

p
le prio

r to 
testing. 
F

ailure to
 bring specim

ens and reagents to roo
m

 tem
perature befo

re testing m
ay decrease assay 

sensitiv
ity. Inaccurate or inappro

priate specim
en co

llectio
n, storage, and transpo

rt m
ay yield false 

negative test resu
lts. 

A
vo

id sk
in co

ntact w
ith bu

ffer. 
If infectio

n w
ith S

A
R

S
-C

o
V

-2 is suspected based o
n current clin

ical and ep
idem

io
lo

g
ical screening 

criteria reco
m

m
ended by pu

blic health autho
rities, specim

ens sho
uld be co

llected w
ith appro

priate 
in

fectio
n co

ntro
l precautio

ns and sent to state or lo
cal health departm

ents fo
r testing. 

 
V

iral iso
latio

n in cell cu
lture and initial characterizatio

n o
f viral agents reco

vered in cu
ltures o

f 
S

A
R

S
-C

o
V

-2 specim
ens are N

O
T

 reco
m

m
ended, except in a B

S
L

3 labo
rato

ry usin
g B

S
L

3 w
o

rk 
practices. 

S
T

O
R

A
G

E
 A

N
D

 S
T

A
B

IL
IT

Y
 

S
tore T

he C
O

V
ID

-19 A
ntigen R

ap
id T

est D
evice at 2~

30
℃

w
hen no

t in use. 
D

O
 N

O
T

 F
R

E
E

Z
E

. 
 

K
it co

ntents are stable until the exp
iratio

n dates m
arked o

n their o
uter packag

ing and co
ntainers. 

S
P

E
C

IM
E

N
 C

O
L

L
E

C
T

IO
N

 A
N

D
 S

T
O

R
A

G
E

 

R
em

o
ve the sw

ab fro
m

 its pack
ing

Insert the sw
ab into

 the no
stril parallel to

 the palate. R
otating against the nasal w

all. (to
 ensure sw

ab 
co

ntains cells as w
ell as m

ucu
s) 

P
ro

cess the sw
ab as so

o
n as po

ssible after co
llecting the specim

en 

N
ote: 

U
se o

nly synthetic fiber sw
abs w

ith plastic shafts. D
o not use calcium

 alginate sw
abs or sw

abs w
ith 

w
ooden shafts, as they m

ay contain substances that inactivate som
e viruses and inhibit further testing. 

S
w

abs specim
ens should be tested as soon as possible after co

llectio
n. U

se freshly co
llected specim

ens 
for best test perform

ance. 
If not tested im

m
ediately, sw

ab specim
ens m

ay be stored at 2-8℃
 for 24 hours after co

llection.  
D

o not use specim
ens that are obviously contam

inate w
ith blood, as it m

ay interfere w
ith the flow

 o
f 

sam
ple w

ith the interpretation o
f test results.  

T
E

S
T

 P
R

O
C

E
D

U
R

E
 

B
ring devices, reagents and specim

ens and/or controls to
 room

 tem
perature (15~

30℃
) before u

se. 
F

or each specim
en, open the fo

il pouch just before testing and rem
o

ve the test device, and put it on a 
clean, level surface. L

abel the tube w
ith the patient identificatio

n. F
or best results, the assay should be 

perform
ed w

ithin one hour. 
G

ently m
ix extraction buffer. A

dd 10 drops into the extractio
n tube. 

Insert the sw
ab into the extractio

n tube. M
ix w

ell and squeeze the sw
ab 10-15 tim

es by co
m

pressing the 
w

alls o
f the tube against the sw

ab. 
S

tan
d

 for 2 m
in

u
tes. 

R
o

ll the sw
ab head against the inner w

all o
f the tube as yo

u rem
o

ve it. T
ry to release as m

uch liquid as 
possible. D

ispose of the used sw
ab in accordance w

ith your bio
hazard w

aste disposal protocol. 
S

tan
d

 for 2 m
in

u
tes. 

Insert nozzle into sam
ple extraction tube. Invert the tube and add 2 dropsof so

lution into the sam
ple w

ell 
by gently squeezing the tube. 
T

he result should be read at 15 m
inutes. D

o not interpret the result after 30 m
inutes. 

N
O

T
E

: 
1.

T
he co

lo
r intensity

in the specim
en. T

herefo
re,

any
shade o

f
co

lo
r in

the test regio
n

sho
uld be co

nsidered po
sitive. N

ote
that this is a qualitative test o

nly, and canno
t determ

ine the co
ncentratio

n o
f analytes in the specim

en.
2.

Insu
fficient specim

en
vo

lu
m

e, inco
rrect

reaso
ns fo

r co
ntro

l band failure.

In
tern

a
l P

roced
u

ra
l C

on
tro

ls
T

he C
O

V
ID

-19 A
ntigen

R
ap

id T
est

D
evice

internal standard zo
ne to

ensure pro
per

sam
p

le flo
w

. T
he user sho

u
ld co

nfirm
that

the 
lo

cated at the “C
” 

E
xtern

a
l P

o
sitive an

d
 N

egative C
on

trols
P

o
sitive and negative co

ntro
l

sho
reco

m
m

ended to test tho
se

po
sitive and negative co

ntro
ls w

hen
a new

 lo
t o

f
tests is o

pen. 
W

hen 
perfo

rm
ed pro

perly, in
add

itio
n

to the presence o
f

C
 line, no

line sho
u

ld be visib
le fo

r the
co

ntro
l and the T

 line is visib
le fo

r the po
sitive co

ntro
ls. A

dd
itio

nal
co

ntro
ls m

ay
be qualified and tested

by the user 

1.
T

he C
O

V
ID

should only
of color in a positive band should not be evaluated as “quantitative or sem

i
2.

B
oth viable and non

viable 
A

ntig en R
a

3.
A

s w
ith all diagnostic tests, a definitive clin

ical diagno
sis should not be based on the

results of a single test, but should only
be m

ade by the physician after all
clinical and

laboratory findin
gs have been evaluated.

4.
F

ailure 
to 

follow
t

adversely a ffect test perform
ance and/or in

validate the test result.
5.

R
esults obtained w

ith this
assay, particularly 

in the
case

of 
w

eak
test

lines that
are

difficult 
to 

interpret,
should 

be 
used

in 
conjunctio

available to the physician.
6.

N
egative results do not preclude 

m
olecular assay.

7.
T

his assay is not intended for hom
e testing (or self

8.
N

egative results do not preclude
m

olecular assay.
9.

T
his test cannot rule out diseases caused by other bacterial or viral patho

gens.
10.

If the differentiation of specific S
A

R
S

viruses and strains is needed, additional testing, in
consultation w

11.
T

he perform
ance of this device has not been assessed in a population vaccinated against

C
O

V
ID

-19.
12.

T
he perform

ance of the device has not been assessed on specim
ens fro

m
 individuals w

ho 
have been inf

C
lin

ica
l  P

erf o
rm

an
ce

T
he perform

ance of the C
O

V
ID

nasopharyn
geal sw

abs collected and enrolled
from

individual sy
m

pto
m

atic patients w
ho w

ere 
suspected of C

O
V

I D
specim

en w
ere tested fresh

C
 

T C
 

T 

C
 

T 

C
 

T 

E
ffective : 

2021-02-20  
P

age 
1/2 

R
E

S
U

L
T

 IN
T

E
R

P
R

E
T

A
T

IO
N

 

P
O

S
IT

IV
E

:T
w

o co
lo

red
 b

an
d

s ap
p

ear on
 th

e m
em

b
ran

e. O
ne band appears 

in the co
ntro

l reg
io

n (C
) and ano

ther band appears in the test regio
n (T

). 

N
E

G
A

T
IV

E
: O

n
ly on

e colo
red

 b
an

d
 ap

p
ears, in

 th
e con

trol region
 (C

). 

N
o

 apparent co
lo

red band appears in the test regio
n (T

). 

IN
V

A
L

ID
: C

on
tro

l b
an

d
 fails to ap

p
ear. R

esu
lts fro

m
 any test w

hich has no
t 

 

pro
duced a co

ntro
l band at the specified read tim

e m
ust be d

iscarded. P
lease 

review
 

the 
pro

cedure 
and 

repeat 
w

ith 
a 

new
 

test. 
If 

the 
pro

blem
 

p
ersists, 

d
isco

ntinu
e using the k

it im
m

ed
iately and co

ntact yo
ur lo

cal d
istributor. 

co
lo

r intensity in the test regio
n (T

) m
ay vary depend

ing o
n the co

ncentratio
n o

f analytes present 
in

the specim
en. T

herefo
re, any shade o

f co
lo

r in the test regio
n sho

uld be co
nsidered po

sitive. N
ote 

that this is a qualitative test o
nly, and canno

t determ
ine the co

ncentratio
n o

f analytes in the specim
en. 

Insu
fficient

specim
en vo

lu
m

e, inco
rrect o

perating pro
cedure or exp

ired tests are the m
o

st likely 
reaso

ns fo
r co

ntro
l band failure. 

Q
U

A
L

IT
Y

 C
O

N
T

R
O

L
 

In
tern

a
l P

roced
u

ra
l C

on
tro

ls 
19 A

ntigen R
ap

id T
est D

evice has bu
ilt-in (pro

cedural) co
ntro

ls.E
ach test device has an 

internal
standard zo

ne to
 ensure pro

per sam
p

le flo
w

. T
he user sho

u
ld co

nfirm
 that the co

lo
red

 band
 

lo
cated at the “C

” reg
io

n is present befo
re reading the resu

lt. 
E

xtern
a

l P
o

sitive an
d

 N
egative C

on
trols 

P
o

sitive and negative co
ntro

l sho
u

ld be tested to ensure the pro
per perfo

rm
ance o

f the assay. It is a 
reco

m
m

ended to test tho
se po

sitive and negative co
ntro

ls w
hen a new

 lo
t o

f tests is o
pen. 

W
hen 

perfo
rm

ed pro
perly, in add

itio
n to the presence o

f C
 line, no

 line sho
u

ld be visib
le fo

r the negative 
co

ntro
l

and the T
 line is visib

le fo
r the po

sitive co
ntro

ls. A
dd

itio
nal co

ntro
ls m

ay be qualified and tested 

L
IM

IT
A

T
IO

N
S

 O
F

 T
H

E
 T

E
S

T
 

T
he C

O
V

ID
-19 A

nti gen R
apid T

est D
evice is for professional in vitro diagnostic use, and

 
should only

 be used for the qualitative detection of S
A

R
S

-C
oV

-2 antigen
. T

he intensity
 

of color in a positive band should not be evaluated as “quantitative or sem
i -quantitative”. 

B
oth viable and non

viable S
A

R
S

-C
oV

-2 viruses are detectable w
ith T

he C
O

V
ID

-19
 

A
ntig en R

apid T
est D

ev ice. 
A

s w
ith all diagnostic tests, a definitive clin

ical diagno
sis should not be based on the

results of a single test, but should only be m
ade by the physician after all clinical and 

laboratory findin
gs have been evaluated. 

F
ailure 

to 
follow

 
the 

T
E

S
T

 
P

R
O

C
E

D
U

R
E

 
and 

R
E

S
U

L
T

 
IN

T
E

R
P

R
E

T
A

T
IO

N
 

m
ay

 
adversely a ffect test perform

ance and/or in
validate the test result. 

R
esults obtained w

ith this assay, particularly 
in the case of 

w
eak test lines that are 

difficult 
to 

interpret, 
should 

be 
used 

in 
conjunction 

w
ith 

other 
clinical 

inform
ation

 
available to the physician. 
N

egative results do not preclude S
A

R
S

-C
o

V
-2 infection

 and should be confirm
ed via 

m
olecular assay.

T
his assay is not intended for hom

e testing (or self -testin
g). 

N
egative results do not preclude S

A
R

S
-C

oV
-2 infection and should be confirm

ed via 
m

olecular assay.
T

his test cannot rule out diseases caused by other bacterial or viral patho
gens.  

If the differentiation of specific S
A

R
S

 viruses and strains is needed, additional testing, in 
consultation w

ith state or local public health departm
ents, is required. 

T
he perform

ance of this device has not been assessed in a population vaccinated against 
19. 

T
he perform

ance of the device has not been assessed on specim
ens fro

m
 individuals w

ho 
have been infected w

ith em
ergin

g variants of S
A

R
S

-C
oV

-2 of public health concern. 

P
E

R
F

O
R

M
A

N
C

E
 C

H
A

R
A

C
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