
®

BVBLUE® Test 

17°– 37°C
(62.6°– 98.6°F)

POSITIVE NEGATIVE
 Collect a vaginal 
fl uid sample with a swab. 
Contact the swab with 
the lower one-third of the 
vaginal wall. Collect as 
much fl uid as possible. 
Put the swab into the 
BV Test Vessel. Gently 
swirl the mixture. 

 Let the BV Test Vessel 
containing the swab 
stand for 10 minutes 
between 17˚ and 37˚C.

 Add one drop of 
Developer Solution 
to the BV Test Vessel 
containing the swab. 

Gently swirl the mixture. 
Read the results immediately. 

CAUTION: The Developer 
Solution is a dilute alkaline 
solution. This may cause skin 
and eye irritation. If the 
solution comes in contact 
with the skin or eyes, fl ush 
with large volumes of water.

INTERPRETATION OF TEST RESULTS:
There are two possible results: 
(a) positive result or (b) negative result

NOTE: You may need to remove the swab to read 
the test results.

A Positive Result shows a high level of sialidase 
activity. A Negative Result shows a normal level 
of sialidase activity.

 Warning: Read the Directional Insert prior to performing the test.

Negative Result: 
A yellow color 
in the BV Test 
Vessel.

Positive Result: 
A blue or green 

color in the 
BV Test Vessel 

or on the head 
of the swab.

QUICK REFERENCE INSTRUCTIONS



For facilities in the US: A CLIA Certificate of Waiver is 
needed to perform testing in waived settings. Read all 
instructions carefully before use. If a laboratory modifies 
the following test instructions including Quality Control, 
the test will be considered High Complexity and no 
longer considered Waived.

WARNINGS AND PRECAUTIONS:

• For in vitro diagnostic use only.

• Do not use after the expiration date printed on the kit.

• Do not store the kit at temperatures above 8°C (46°F).

• Do not store the kit in strong light.

•  Follow your laboratory safety guidelines in the collection, 
handling, storage and disposal of patient specimens 
and all items exposed to patient specimens. 

• Used tests should never be re-used.

• This product is intended for vaginal fluid use only.

• Do not use samples from patients who have used  
 vaginal cream products within 72 hours before testing.

• Do not touch or collect fluid near the cervix.

STORAGE AND STABILITY:

Store the kit refrigerated, 2° – 8°C (36°-46°F), out  
of direct sunlight. Store vessels inside the box.  
Kit contents are stable until the expiration date  
printed on the outer box.

NOTE: Allow the kit to come to room temperature before 
running the test.

LIMITATIONS OF THE PROCEDURE:

• Do not use samples from the cervix.

•  Patients may have mixed infections. The OSOM BVBLUE 
Test shows that sialidase enzyme is active in the sample. 
The OSOM BVBLUE Test does not show if other organisms 

such as yeast and parasitic organisms are present in  
the sample.

• Test results should be considered in conjunction with  
 other clinical and patient information.

• Test operators must follow all instructions to 

a) collect the sample 

b) store the sample and 

c) use the test procedure properly

If the instructions are not followed, the OSOM BVBLUE Test 
may not give correct results.

QUALITY CONTROL: 

1. Internal Quality Controls 

The OSOM BVBLUE Test contains two types of internal 
quality control with each test run. For daily quality 
control, the manufacturer recommends documenting 
these controls on each day of testing: 

•  Type 1 Control: Before adding a patient specimen, 
inspect the Test Vessel. It should contain a colorless 
liquid without precipitates (sediment).

If the testing vessel contains a precipitate, the test is 
invalid. Do not use the Test Vessel.

•  Type 2 Control: The OSOM BVBLUE Test has a two-color 
result format: blue/green is positive, yellow is negative. 
After running the test according to the instructions for 
use, the appearance of either a uniform yellow, blue,  
or green color in the testing vessel or a blue or green 
color on the swab assures proper mixing of the reagent 
and sample has occurred.

If the test fails to provide either a blue, green, or a yellow 
color result, the test is invalid.

• Do not report patient results if either of the Internal  
 Quality Controls does not produce expected results.

2. External Quality Controls

External Controls are used to test that the reagents are 
working properly. Also use the Controls to test that you 
are able to correctly perform the test procedure.

•  A Control Kit that contains a positive control and  
a negative control may be purchased separately  
from Sekisui Diagnostics, Catalog No. 184.

• Refer to the Control Kit Directional Insert for instructions  
 on how to interpret the results of the controls.

If QC testing fails:

• Check expiration dates of the test kit and controls

• Ensure the instructions for testing were followed 

• Repeat the test 

If the controls still do not perform as expected, contact 
Sekisui Diagnostics Technical Service at 1-800-332-1042.

You should follow the manufacturer’s guidelines for  
QC testing. These guidelines state that external controls 
be run with each new lot, each new shipment and with 
each new untrained operator.
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l d
o

e
s n

o
t g

ive
 e

xp
e

c
te

d
 re

su
lts. 

Q
U

A
LITY

 C
O

N
TR

O
L: 

1. Inte
rna

l Q
ua

lity C
o

ntro
ls 

Th
e

 O
SO

M
 BV

B
LU

E Te
st c

o
n

ta
in

s tw
o

 typ
e

s o
f in

te
rn

a
l q

u
a

lity c
o

n
tro

l w
ith

 e
a

c
h

 te
st ru

n
. Fo

r d
a

ily q
u

a
lity 

c
o

n
tro

l, th
e

 m
a

n
u

fa
c

tu
re

r re
c

o
m

m
e

n
d

s d
o

c
u

m
e

n
tin

g
 th

e
se

 c
o

n
tro

ls o
n

 e
a

c
h

 d
a

y o
f te

stin
g

: 

•
  Typ

e
 1 C

o
n

tro
l: B

e
fo

re
 a

d
d

in
g

 a
 p

a
tie

n
t sp

e
c

im
e

n
, in

sp
e

c
t th

e
 BV

 Te
st V

e
sse

l. It sh
o

u
ld

 c
o

n
ta

in
  

a
 c

o
lo

rle
ss liq

u
id

 w
ith

o
u

t p
re

c
ip

ita
te

s (se
d

im
e

n
t).

 
If th

e
 te

stin
g

 ve
sse

l c
o

n
ta

in
s a

 p
re

c
ip

ita
te

, th
e

 te
st is in

va
lid

. D
o

 n
o

t u
se

 th
e

 BV
 Te

st V
e

sse
l.

•
  Typ

e
 2 C

o
n

tro
l: Th

e
 O

SO
M

 BV
B

LU
E Te

st h
a

s a
 tw

o
-c

o
lo

r re
su

lt fo
rm

a
t: b

lu
e

/g
re

e
n

 is p
o

sitive
, ye

llo
w

  
is n

e
g

a
tive

. A
fte

r ru
n

n
in

g
 th

e
 te

st a
c

c
o

rd
in

g
 to

 th
e

 in
stru

c
tio

n
s fo

r u
se

, th
e

 a
p

p
e

a
ra

n
c

e
 o

f e
ith

e
r  

a
 u

n
ifo

rm
 ye

llo
w

, b
lu

e
, o

r g
re

e
n

 c
o

lo
r in

 th
e

 te
stin

g
 ve

sse
l o

r a
 b

lu
e

 o
r g

re
e

n
 c

o
lo

r o
n

 th
e

 sw
a

b
  

a
ssu

re
s p

ro
p

e
r m

ixin
g

 o
f th

e
 re

a
g

e
n

t a
n

d
 sa

m
p

le
 h

a
s o

c
c

u
rre

d
.

 
If th

e
 te

st fa
ils to

 p
ro

vid
e

 e
ith

e
r a

 b
lu

e
, g

re
e

n
, o

r a
 ye

llo
w

 c
o

lo
r re

su
lt th

e
 te

st is in
va

lid
.

D
o

 n
o

t re
p

o
rt p

a
tie

n
t re

su
lts if e

ith
e

r th
e

 Typ
e

 1 C
o

n
tro

l o
r th

e
 Typ

e
 2 C

o
n

tro
l d

o
e

s n
o

t  
p

ro
d

u
c

e
 e

xp
e

c
te

d
 re

su
lts.

2. Exte
rna

l Q
ua

lity C
o

ntro
ls

Exte
rn

a
l C

o
n

tro
ls (a

va
ila

b
le

 fro
m

 Se
kisu

i D
ia

g
n

o
stic

s), a
re

 u
se

d
 to

 te
st th

a
t th

e
 re

a
g

e
n

ts a
re

 w
o

rkin
g

 
p

ro
p

e
rly. A

lso
 u

se
 th

e
 C

o
n

tro
ls to

 te
st th

a
t yo

u
 a

re
 a

b
le

 to
 c

o
rre

c
tly p

e
rfo

rm
 th

e
 te

st p
ro

c
e

d
u

re
.

•
  A

 C
o

n
tro

l K
it th

a
t c

o
n

ta
in

s a
 p

o
sitive

 c
o

n
tro

l a
n

d
 a

 n
e

g
a

tive
 c

o
n

tro
l is a

va
ila

b
le

 fro
m

 Se
kisu

i  
D

ia
g

n
o

stic
s a

n
d

 m
a

y b
e

 p
u

rc
h

a
se

d
 se

p
a

ra
te

ly, C
a

ta
lo

g
 N

o
. 184.

•
 R

e
fe

r to
 th

e
 C

o
n

tro
l K

it D
ire

c
tio

n
a

l In
se

rt fo
r in

stru
c

tio
n

s o
n

 h
o

w
 to

 in
te

rp
re

t th
e

 re
su

lts o
f th

e
 c

o
n

tro
ls.

If Q
C

 te
stin

g
 fa

ils:

•
 C

h
e

c
k e

xp
ira

tio
n

 d
a

te
s o

f th
e

 te
st kit a

n
d

 c
o

n
tro

ls

•
 En

su
re

 th
e

 in
stru

c
tio

n
s fo

r te
stin

g
 w

e
re

 fo
llo

w
e

d
 

•
 R

e
p

e
a

t th
e

 te
st 

If th
e

 c
o

n
tro

ls still d
o

 n
o

t p
e

rfo
rm

 a
s e

xp
e

c
te

d
 c

o
n

ta
c

t Se
kisu

i D
ia

g
n

o
stic

s Te
c

h
n

ic
a

l Se
rvic

e
 a

t  
1-80

0
-332-1042.



 2a
. Fo

r C
LIA

 W
a

ive
d

 La
b

s

Yo
u

 sh
o

u
ld

 fo
llo

w
 th

e
 g

u
id

e
lin

e
s b

e
lo

w
 fo

r Q
C

 te
stin

g
. Th

e
 m

a
n

u
fa

c
tu

re
r re

c
o

m
m

e
n

d
s th

a
t e

xte
rn

a
l 

c
o

n
tro

ls b
e

 ru
n

 w
ith

 e
a

c
h

 n
e

w
 lo

t, e
a

c
h

 n
e

w
 sh

ip
m

e
n

t a
n

d
 w

ith
 e

a
c

h
 n

e
w

 u
n

tra
in

e
d

 o
p

e
ra

to
r.

2b
. Fo

r C
LIA

 N
o

n-W
a

ive
d

 La
b

s

Q
u

a
lity C

o
n

tro
l re

q
u

ire
m

e
n

ts sh
o

u
ld

 b
e

 e
sta

b
lish

e
d

 in
 a

c
c

o
rd

a
n

c
e

 w
ith

 lo
c

a
l, sta

te
 a

n
d

 fe
d

e
ra

l 
re

g
u

la
tio

n
s o

r a
c

c
re

d
ita

tio
n

 re
q

u
ire

m
e

n
ts. M

in
im

a
lly, th

e
 m

a
n

u
fa

c
tu

re
r re

c
o

m
m

e
n

d
s th

a
t e

xte
rn

a
l 

c
o

n
tro

ls b
e

 ru
n

 w
ith

 e
a

c
h

 n
e

w
 lo

t, e
a

c
h

 n
e

w
 sh

ip
m

e
n

t a
n

d
 w

ith
 e

a
c

h
 n

e
w

 u
n

tra
in

e
d

 o
p

e
ra

to
r.

LIM
ITA

TIO
N

S O
F TH

E P
R

O
C

ED
U

R
E:

•
 D

o
 n

o
t u

se
 sa

m
p

le
s fro

m
 th

e
 c

e
rvix.

•
  Pa

tie
n

ts m
a

y h
a

ve
 m

ixe
d

 in
fe

c
tio

n
s. Th

e
 O

SO
M

 BV
B

LU
E Te

st sh
o

w
s th

a
t sia

lid
a

se
 e

n
zym

e
 is a

c
tive

 
in

 th
e

 sa
m

p
le

. Th
e

 O
SO

M
 BV

B
LU

E Te
st d

o
e

s n
o

t sh
o

w
 if o

th
e

r o
rg

a
n

ism
s su

c
h

 a
s ye

a
st a

n
d

 p
a

ra
sitic

 
o

rg
a

n
ism

s a
re

 p
re

se
n

t in
 th

e
 sa

m
p

le
.

•
 Te

st re
su

lts sh
o

u
ld

 b
e

 c
o

n
sid

e
re

d
 in

 c
o

n
ju

n
c

tio
n

 w
ith

 o
th

e
r c

lin
ic

a
l a

n
d

 p
a

tie
n

t in
fo

rm
a

tio
n

.

•
  Te

st o
p

e
ra

to
rs m

u
st fo

llo
w

 a
ll in

stru
c

tio
n

s to
 a

) c
o

lle
c

t th
e

 sa
m

p
le

, b
) sto

re
 th

e
 sa

m
p

le
, a

n
d

 
c

)u
se

 th
e

 te
st p

ro
c

e
d

u
re

 p
ro

p
e

rly. If th
e

 in
stru

c
tio

n
s a

re
 n

o
t fo

llo
w

e
d

, th
e

 O
SO

M
 BV

B
LU

E te
st 

m
a

y n
o

t g
ive

 c
o

rre
c

t re
su

lts. 

EX
P

EC
TED

 V
A

LU
ES

:

Th
e

 O
SO

M
 BV

B
LU

E Te
st c

a
n

 sh
o

w
 sia

lid
a

se
 a

c
tivity in

 va
g

in
a

l fl u
id

 a
t le

ve
ls o

f ≥7.64U
. Th

e
re

 a
re

 tw
o

 
p

o
ssib

le
 re

su
lts; p

o
sitive

 o
r n

e
g

a
tive

. If th
e

 te
st fa

ils to
 p

ro
vid

e
 a

 b
lu

e
, g

re
e

n
, o

r ye
llo

w
 c

o
lo

r re
su

lt, 
th

e
 te

st is in
va

lid
.

IN
STR

U
C

TIO
N

S FO
R

 U
SE:

A
llo

w
 th

e
 kit to

 c
o

m
e

 to
 ro

o
m

 te
m

p
e

ra
tu

re
 b

e
fo

re
 ru

n
n

in
g

 th
e

 te
st.

STEP 1

R
e

m
o

ve
 o

n
e

 BV
 Te

st V
e

sse
l a

n
d

 th
e

 D
e

ve
lo

p
e

r So
lu

tio
n

 
Bo

ttle
 fro

m
 th

e
 kit p

rio
r to

 u
se

. R
e

m
o

ve
 th

e
 c

a
p

 fro
m

 th
e

 
BV

 Te
st V

e
sse

l.

STEP 2

C
o

lle
c

t a
 va

g
in

a
l fl u

id
 sa

m
p

le
 w

ith
 a

 sw
a

b
. C

o
n

ta
c

t 
th

e
 sw

a
b

 w
ith

 th
e

 lo
w

e
r o

n
e

-th
ird

 o
f th

e
 va

g
in

a
l w

a
ll. 

C
o

lle
c

t a
s m

u
c

h
 fl u

id
 a

s p
o

ssib
le

.

N
O

TE: D
o

 n
o

t u
se

 sa
m

p
le

s fro
m

 p
a

tie
n

ts w
h

o
 h

a
ve

 u
se

d
 

va
g

in
a

l c
re

a
m

 p
ro

d
u

c
ts w

ith
in

 72 h
o

u
rs b

e
fo

re
 te

stin
g

.
D

o
 n

o
t to

u
c

h
 o

r c
o

lle
c

t fl u
id

 n
e

a
r th

e
 c

e
rvix.

STEP 3

P
u

t th
e

 sw
a

b
 in

to
 th

e
 BV

 Te
st V

e
sse

l. G
e

n
tly sw

irl th
e

 m
ixtu

re
.

STEP 4

Le
t th

e
 BV

 Te
st V

e
sse

l c
o

n
ta

in
in

g
 th

e
 sw

a
b

 sta
n

d
 

fo
r 10 m

in
u

te
s b

e
tw

e
e

n
 17˚ a

n
d

 37˚C
, (62.6˚ – 98.6˚F).

STEP 5

A
d

d
 o

ne
 d

ro
p

 o
f D

e
ve

lo
p

e
r So

lu
tio

n
 to

 th
e

 BV
 Te

st 
V

e
sse

l c
o

n
ta

in
in

g
 th

e
 sw

a
b

. G
e

n
tly sw

irl th
e

 m
ixtu

re
. 

Re
a

d
 the

 re
sults im

m
e

d
ia

te
ly.

C
A

U
TIO

N
: Th

e
 D

e
ve

lo
p

e
r So

lu
tio

n
 is a

 d
ilu

te
 a

lka
lin

e
 so

lu
tio

n
.

Th
is m

a
y c

a
u

se
 skin

 a
n

d
 e

ye
 irrita

tio
n

. If th
e

 so
lu

tio
n

 c
o

m
e

s in
 

c
o

n
ta

c
t w

ith
 th

e
 skin

 o
r e

ye
s, fl u

sh
 w

ith
 la

rg
e

 vo
lu

m
e

s o
f w

a
te

r.

IN
TER

P
R

ETA
TIO

N
 O

F TEST R
ESU

LTS
:

Th
e

re
 a

re
 tw

o
 p

o
ssib

le
 re

su
lts: (a

) p
o

sitive
 re

su
lt o

r 
(b

) n
e

g
a

tive
 re

su
lt.

a
)  Po

sitive
 Re

sult: A
 b

lu
e

 o
r g

re
e

n
 c

o
lo

r in
 th

e
 BV

 
Te

st V
e

sse
l o

r o
n

 th
e

 h
e

a
d

 o
f th

e
 sw

a
b

.

b
) N

e
g

a
tive

 Re
sult: A

 ye
llo

w
 c

o
lo

r in
 th

e
 BV

 Te
st V

e
sse

l.

N
O

TE: Yo
u

 m
a

y n
e

e
d

 to
 re

m
o

ve
 th

e
 sw

a
b

 to
 re

a
d

 th
e

 
te

st re
su

lts.

A
 Po

sitive
 R

e
su

lt sh
o

w
s a

 h
ig

h
 le

ve
l o

f sia
lid

a
se

 a
c

tivity. 
A

 N
e

g
a

tive
 R

e
su

lt sh
o

w
s a

 n
o

rm
a

l le
ve

l o
f sia

lid
a

se
 a

c
tivity.

10 m
in

17° – 37°C
(62.6° – 98.6°F)

N
EG

A
TIV

E
PO

SITIV
E



TA
B

LE 1. R
ESU

LTS O
F A

 STU
D

Y
 O

F 113 W
O

M
EN

Pa
tie

nt Typ
e

M
e

a
n V

a
g

ina
l Fluid

 Sia
lid

a
se

 A
c

tivity

Pa
tie

n
ts w

ith
 BV

 (n
=

28)
12.3 U

 (95%
 C

I 8.1 – 16.6 U
)

H
e

a
lth

y C
o

n
tro

ls (n
=

65)
2.7 U

 (95%
 C

I 2.2 – 3.2 U
)

Pa
tie

n
ts w

ith
 C

a
n

d
id

ia
sis (n

=17)
3.7 U

 (95%
 C

I 2.6 – 4.8 U
)

Pa
tie

n
ts w

ith
 Tric

h
o

m
o

n
ia

sis (n
=

3)
1.99 U

 (95%
 C

I 0.6 – 3.4 U
)

P
ER

FO
R

M
A

N
C

E C
H

A
R

A
C

TER
ISTIC

S
: 

M
IN

IM
U

M
 D

ETEC
TIO

N
 LIM

IT (M
D

L):

Th
e

 O
SO

M
 BV

B
LU

E Te
st w

a
s e

va
lu

a
te

d
 b

y d
iffe

re
n

t u
se

rs u
sin

g
 c

o
n

tro
l sa

m
p

le
s to

 d
e

m
o

n
stra

te
 th

e
 M

D
L 

o
f 0.25 µ

g
 (7.64 U

). A
 to

ta
l o

f 72 sa
m

p
le

s w
ith

 sia
lid

a
se

 le
ve

ls a
b

o
ve

 th
e

 M
D

L w
e

re
 e

va
lu

a
te

d
. C

o
m

p
le

te
 

a
g

re
e

m
e

n
t o

f re
su

lts w
a

s o
b

ta
in

e
d

 o
n e

ve
ry sa

m
p

le
. A

 to
ta

l o
f 141 sa

m
p

le
s w

ith sia
lid

a
se

 le
ve

ls b
e

lo
w

  
th

e
 M

D
L w

e
re

 e
va

lu
a

te
d

. C
o

m
p

le
te

 a
g

re
e

m
e

n
t o

f re
su

lts w
a

s o
b

ta
in

e
d

 o
n

 e
ve

ry o
f sa

m
p

le
s.

R
EP

R
O

D
U

C
IB

ILITY
 STU

D
IES

:

Th
e

 O
SO

M
 BV

B
LU

E Te
st w

a
s e

va
lu

a
te

d
 a

t th
re

e
 c

lin
ic

s b
y th

re
e

 d
iffe

re
n

t u
se

rs (M
LTs a

n
d

 R
N

s) fo
r 

re
p

ro
d

u
c

ib
ility w

ith
in

 a
n

d
 b

e
tw

e
e

n
 ru

n
s a

n
d

 c
lin

ic
s. Ea

c
h

 site
 e

va
lu

a
te

d
 5 c

o
d

e
d

 c
o

n
tro

l sa
m

p
le

s  
in

 trip
lic

a
te

 o
n

 e
a

c
h

 o
f 3 d

a
ys. A

 to
ta

l o
f 45 sa

m
p

le
s w

e
re

 e
va

lu
a

te
d

 b
y e

a
c

h
 c

lin
ic

. Th
re

e
 o

f th
e

 5 
sa

m
p

le
s w

e
re

 p
o

sitive
 sa

m
p

le
s a

n
d

 2 w
e

re
 n

e
g

a
tive

 sa
m

p
le

s. C
o

m
p

le
te

 a
g

re
e

m
e

n
t o

f re
su

lts w
a

s 
o

b
ta

in
e

d
 o

n
 e

ve
ry sa

m
p

le
 b

y e
a

c
h

 o
f th

e
 th

re
e

 site
s, d

e
m

o
n

stra
tin

g
 th

e
 in

te
r-o

p
e

ra
to

r, in
te

r-site
,  

in
tra

-site
, a

n
d

 in
te

r-d
a

y re
p

ro
d

u
c

ib
ility o

f th
e

 te
st.

Th
e

 O
SO

M
 BV

B
LU

E Te
st w

a
s e

va
lu

a
te

d
 a

t th
re

e
 c

lin
ic

s b
y th

re
e

 d
iffe

re
n

t u
se

rs (M
LTs a

n
d

 R
N

s) fo
r 

re
p

ro
d

u
c

ib
ility w

ith
in a

n
d

 b
e

tw
e

e
n ru

n
s a

n
d

 c
lin

ic
s. Ea

c
h site

 e
va

lu
a

te
d

 10 c
o

d
e

d
 c

lin
ic

a
l sa

m
p

le
s  

o
ve

r 3 d
a

ys. Six o
f th

e
 10 sa

m
p

le
s w

e
re

 p
o

sitive
 sa

m
p

le
s a

n
d

 4 w
e

re
 n

e
g

a
tive

 sa
m

p
le

s. C
o

m
p

le
te

  
a

g
re

e
m

e
n

t o
f re

su
lts w

a
s o

b
ta

in
e

d
 o

n e
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