
OSOM® Influenza A/B Test
OSOM Influenza A/B Test is an in vitro diagnostic 

immunochromatographic assay intended for the qualitative 

detection of Influenza A and Influenza B viral nucleoprotein 

antigens from nasal swab specimens in symptomatic patients. It 

is intended to aid in the rapid differential diagnosis of Influenza 

A and/or B viral infections. (Not approved for home use!)

Benefits:

   Differentiated results for type A and type B

   Simple procedures

   Easy to read test results

   Results in 10 minutes

   Room temperature storage

   12 month shelf life

   Built-in procedural control features

   FDA Cleared and CLIA waived

OSOM®

Influenza A/B Test

Ordering Information:
Product Description Catalog #
OSOM® Influenza A/B Tests (25 Tests)  GZM-190

Reimbursement Information:
CPT Code # National Limit Amount
87804QW* $16.76

Distributed by

*It is always the provider’s responsibility to establish appropriate coding & charges. Reimbursement shown indicates National Average. 
  It is recommended provider bill 87804QW for Influenza A and 87804QW for Influenza B. Total combined reimbursement $33.52.

                             11578 Sorrento Valley Rd., San Diego, CA 92121    tel 858-481-5031    fax 801-720-7568
toll free 1-888-882-7739  e-mail: info@cliawaived.com



OSOM® Influenza A/B Test Instructions
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osomInfluenza A&B Test

INFLUENZA A POSITIVE
One line in the control line position, 
and one line in the “A” test line position.

LINE PLACEMENT GUIDE

POSITIVE RESULTS
NOTE: A pink-to-purple line of any intensity or thickness in the A or B region is considered a positive result.

INFLUENZA B POSITIVE
One line in the control line position, 
and one line in the “B” test line position.

INVALID RESULTS
No line appears at the control line
position. Repeat the test using a new
sample and a new test dipstick.
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Add Extraction Buffer

Fill the dropper to the line marked
on the barrel and expel entire
contents into tube.

Add Swab To Buffer

Add swab to the tube
with the extraction buffer

Mix

Vigorously rotate and twist the
swab against the side of the tube
at least 10 times.

Squeeze Liquid From Swab

Squeeze the sides of the tube to
express as much liquid as possible.
Dispose of swab properly.

Add Test Stick

Place test stick (arrows pointing
downward) into the tube with buffer. 
Read results at 10 minutes.

Reading Test Results
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NEGATIVE RESULTS
One line in the control line position, and no lines
at either the “A” or the “B” test line positions.

Note: It is possible to have 3 lines,
which would indicate a positive test 
for Influenza A and Influenza B.
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c

e
 th

e
 te

st stic
k (a

rr o
w

s p
o

in
tin

g
 d

o
w

n
w

a
rd

) 
in

to
 th

e
 tu

b
e

 w
ith

 th
e

 e
xtra

c
tio

n
 b

u
ffe

r so
lu

tio
n

. 

Se
t a

 tim
e

r fo
r 10 m

in
u

te
s.

STEP
 5

: R
EA

D
 R

ESU
LTS

A
t 10 m

in
u

te
s re

m
o

ve
 th

e
 te

st stic
k fro

m
 th

e
 tu

b
e

 a
n

d
 

r e
a

d
 th

e
 re

su
lts (so

m
e

 p
o

sitive
 re

su
lts m

a
y b

e
 se

e
n

 e
a

rlie
r).

Fo
r h

e
lp

 in
 re

a
d

in
g

 th
e

 te
st stic

k o
r fo

r c
o

rre
c

t lin
e

 p
la

c
e

m
e

n
t 

re
fe

r to
 th

e
 R

e
su

lt In
te

rp
re

ta
tio

n
 G

u
id

e
 o

r stic
k d

ia
g

ra
m

 a
b

o
ve

.

D
isc

a
rd

 u
se

d
 te

st tu
b

e
s a

n
d

 Te
st Stic

ks in
 su

ita
b

le
 

b
io

h
a

za
rd

o
u

s w
a

ste
 c

o
n

ta
in

e
r.

A
 Te

st Lin
e

     B Te
st Lin

e
     C

o
n

tro
l Lin

e

Re
a

d
 re

sults
a

t 10 m
inute

s

Fill Line
10x

A B CONT

A
llo

w
 to

 so
a

k 
fo

r 1 m
inute

R
EP

O
R

TIN
G

 R
ESU

LTS
1

•
R

e
p

o
rt n

e
g

a
tive

 te
st re

su
lts a

s in
flu

e
n

za
 A

 (o
r B) viru

s a
n

tig
e

n
 n

o
t d

e
te

c
te

d
. In

fe
c

tio
n

 d
u

e
 to

 in
flu

e
n

za
c

a
n

n
o

t b
e

 ru
le

d
 o

u
t sin

c
e

 th
e

 a
n

tig
e

n
 m

a
y b

e
 p

re
se

n
t in

 th
e

 sp
e

c
im

e
n

 b
e

lo
w

 th
e

 d
e

te
c

tio
n

 lim
it 

o
f th

e
 te

st. N
e

g
a

tive
 te

sts a
re

 p
re

su
m

p
tive

 a
n

d
 sh

o
u

ld
 b

e
 c

o
n

firm
e

d
 b

y c
u

ltu
re

.

•
R

e
p

o
rt p

o
sitive

 te
st re

su
lts a

s p
o

sitive
 fo

r in
flu

e
n

za
 A

 (o
r B) viru

s a
n

tig
e

n
. Th

is re
su

lt d
o

e
s n

o
t ru

le
 o

u
t 

c
o

-in
fe

c
tio

n
s w

ith
 o

th
e

r p
a

th
o

g
e

n
s o

r id
e

n
tify a

n
y sp

e
c

ific
 in

flu
e

n
za

 A
 viru

s su
b

typ
e

.

•
If re

su
lt is c

o
n

sid
e

re
d

 in
va

lid
, re

p
e

a
t th

e
 te

st u
sin

g
 a

 n
e

w
 sa

m
p

le
 a

n
d

 a
 n

e
w

 te
st d

ip
stic

k.

LIM
ITA

TIO
N

S 
•

Th
e

 O
SO

M
 In

flu
e

n
za

 A
&

B Te
st is fo

r th
e

 q
u

a
lita

tive
 d

e
te

c
tio

n
 o

f in
flu

e
n

za
 A

 a
n

d
 B vira

l a
n

tig
e

n
s. Th

e
 te

st
p

e
rfo

rm
a

n
c

e
 d

e
p

e
n

d
s o

n
 a

n
tig

e
n

 lo
a

d
 a

n
d

 m
a

y n
o

t c
o

rre
la

te
 w

ith
 c

e
ll c

u
ltu

re
 p

e
rfo

rm
e

d
 o

n
 th

e
 sa

m
e

sp
e

c
im

e
n

. N
e

g
a

tive
 te

st re
su

lts a
re

 n
o

t in
te

n
d

e
d

 to
 ru

le
 o

u
t o

th
e

r n
o

n
-in

flu
e

n
za

 vira
l in

fe
c

tio
n

s.

•
Se

n
sitivity c

a
n

 d
iffe

r w
ith

 va
rio

u
s stra

in
s o

f in
flu

e
n

za
 d

u
e

 to
 d

iffe
re

n
c

e
 in

 a
n

tig
e

n
 e

xp
re

ssio
n

. Sp
e

c
im

e
n

s
m

ig
h

t c
o

n
ta

in
 n

e
w

, n
o

n
-id

e
n

tifie
d

 stra
in

s o
f in

flu
e

n
za

 th
a

t e
xp

re
ss va

ryin
g

 a
m

o
u

n
ts o

f a
n

tig
e

n
.

•
Th

is te
st d

e
te

c
ts b

o
th

 via
b

le
 a

n
d

 n
o

n
-via

b
le

 in
flu

e
n

za
 A

 a
n

d
 B, a

n
d

 m
a

y yie
ld

 a
 p

o
sitive

 re
su

lt in
 th

e
a

b
se

n
c

e
 o

f livin
g

 o
rg

a
n

ism
s.

•
The

 te
st p

e
rfo

rm
a

nc
e

 d
e

p
e

nd
s o

n the
 q

ua
lity o

f the
 sa

m
p

le
 o

b
ta

ine
d

 a
s w

e
ll a

s the
 ha

nd
ling

 a
nd

 tra
nsp

o
rt

o
f the

 sa
m

p
le

. N
e

g
a

tive
 re

sults c
a

n o
c

c
ur fro

m
 ina

d
e

q
ua

te
 sp

e
c

im
e

n c
o

lle
c

tio
n a

nd
/o

r ha
nd

ling
.

•
A

s w
ith

 a
ll d

ia
g

n
o

stic
 a

ssa
ys, th

e
 re

su
lts o

b
ta

in
e

d
 w

ith
 th

is te
st kit yie

ld
 d

a
ta

 th
a

t m
u

st b
e

 u
se

d
 o

n
ly a

s a
n

a
d

ju
n

c
t to

 o
th

e
r in

fo
rm

a
tio

n
 a

va
ila

b
le

 to
 th

e
 p

h
ysic

ia
n

.

•
U

se
 o

f n
a

sa
l w

a
sh

 o
r a

sp
ira

te
 h

a
s n

o
t b

e
e

n
 va

lid
a

te
d

.

•
Sta

p
h

ylo
c

o
c

c
u

s a
u

re
u

s
in

 sp
e

c
im

e
n

s a
t c

o
n

c
e

n
tra

tio
n

s g
re

a
te

r th
a

n
 9x10

8c
fu

/m
L m

a
y in

te
rfe

re
 w

ith
 th

e
te

st re
su

lts. Ba
c

te
ria

l le
ve

ls in
 sin

o
n

a
sa

l in
fe

c
tio

n
s h

a
ve

 b
e

e
n

 re
p

o
rte

d
 a

t le
ve

ls th
a

t a
re

 m
u

c
h

 le
ss th

a
n

th
o

se
 th

a
t a

ffe
c

t th
e

 a
ssa

y; typ
ic

a
lly ra

n
g

in
g

 b
e

tw
e

e
n

 10
5a

n
d

 10
7c

fu
/m

L. 5

•
H

ig
h

 le
ve

ls o
f b

lo
o

d
 o

n
 sp

e
c

im
e

n
 sw

a
b

s m
ig

h
t c

a
u

se
 a

n
 in

te
n

se
 re

d
 b

a
c

kg
ro

u
n

d
 o

n
 th

e
 te

st strip
 th

a
t

c
o

u
ld

 in
te

rfe
re

 w
ith

 th
e

 te
st in

te
rp

re
ta

tio
n

. A
vo

id
 sa

m
p

le
s th

a
t h

a
ve

 b
e

e
n

 h
e

a
vily c

o
n

ta
m

in
a

te
d

 w
ith

w
h

o
le

 b
lo

o
d

. 

•
It is w

e
ll-re

c
o

g
n

ize
d

 th
a

t te
stin

g
 d

o
n

e
 w

ith
 c

h
ild

re
n

 w
ill a

p
p

e
a

r m
o

re
 se

n
sitive

 b
e

c
a

u
se

 c
h

ild
re

n
 sh

e
d

 viru
s

m
o

re
 a

b
u

n
d

a
n

tly a
n

d
 lo

n
g

e
r th

a
n

 a
d

u
lts. 6

•
Po

sitive
 a

n
d

 n
e

g
a

tive
 p

re
d

ic
tive

 va
lu

e
s o

f th
e

se
 d

ia
g

n
o

stic
 a

ssa
ys a

re
 h

ig
h

ly d
e

p
e

n
d

e
n

t o
n

 p
re

va
le

n
c

e
o

r c
u

rre
n

t le
ve

l o
f in

flu
e

n
za

 a
c

tivity. 6D
u

rin
g

 p
e

a
k in

flu
e

n
za

 a
c

tivity in
 a

 se
a

so
n

, p
o

sitive
 p

re
d

ic
tive

 va
lu

e
s

a
re

 h
ig

h
e

r, w
ith

 fa
lse

 p
o

sitive
s le

ss like
ly; a

n
d

 n
e

g
a

tive
 p

re
d

ic
tive

 va
lu

e
s a

re
 lo

w
e

r, w
ith

 fa
lse

 n
e

g
a

tive
s

m
o

re
 like

ly. C
o

n
ve

rse
ly, d

u
rin

g
 lo

w
 in

flu
e

n
za

 a
c

tivity (e
.g

., o
ff-se

a
so

n
 o

r b
e

g
in

n
in

g
 o

f a
 se

a
so

n
), n

e
g

a
tive

p
re

d
ic

tive
 va

lu
e

s a
re

 h
ig

h
e

r a
n

d
 p

o
sitive

 p
re

d
ic

tive
 va

lu
e

s lo
w

e
r, w

ith
 fa

lse
 p

o
sitive

 te
st re

su
lts m

o
re

 like
ly.

R
EA

D
IN

G
 TEST R

ESU
LTS

IN
FLU

EN
ZA

 A
 PO

SITIV
E

O
n

e
 lin

e
 in

 th
e

 c
o

n
tro

l lin
e

 p
o

sitio
n

, a
n

d
 o

n
e

 lin
e

 in
 th

e
 “A

” te
st lin

e
 p

o
sitio

n
.

IN
FLU

EN
ZA

 B PO
SITIV

E

O
n

e
 lin

e
 in

 th
e

 c
o

n
tro

l lin
e

 p
o

sitio
n

, a
n

d
 o

n
e

 lin
e

 in
 th

e
 “B” te

st lin
e

 p
o

sitio
n

.

N
o

te
: It is p

o
ssib

le
 to

 ha
ve

 3 line
s, w

hic
h w

o
uld

 ind
ic

a
te

 a
 p

o
sitive

 te
st fo

r Influe
nza

 A
 a

nd
 Influe

nza
 B.

N
EG

A
TIV

E RESU
LTS

O
n

e
 lin

e
 in

 th
e

 c
o

n
tro

l lin
e

 p
o

sitio
n

, a
n

d
 n

o
 lin

e
s a

t e
ith

e
r th

e
 “A

” o
r th

e
 “B” te

st lin
e

 p
o

sitio
n

s.

IN
VA

LID
 RESU

LTS

N
o

 lin
e

 a
p

p
e

a
rs a

t th
e

 c
o

n
tro

l lin
e

 p
o

sitio
n

. R
e

p
e

a
t th

e
 te

st u
sin

g
 a

 n
e

w
 sa

m
p

le
 a

n
d

 a
 n

e
w

 te
st d

ip
stic

k.
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