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M
aterials prowided ancl actift i"C

'"ients of 
m

ain com
ponents 

1. 
The 9io1ine• H

C
V

 test kit cont1ins the follow
ing item

s 

the 

3
0

 T
nt clavices "'th

 desicclnt in inclnlidull 
fo.lpouches 

12. A
ssr, diluent O

 a s m
llvi,0 

3. 1 lnstrvctions for use 
t 

2S Test devices w
ith dfticc.,,t in individu1I 

foil pouches 
2. A

ssr, ldvent (I • S m
l/vi,0 

r
~

-
1 "J 3. 2S C

1ptllll')' ~
te

s
 (10 .,o, 2S Sterile 

•• 
,. • 1 

lancets, 2S A
!eolie,I S

W
lb

s 

4. I lnsw
ctions for use 

I. 
25 Test devices w

ith d.sicc:1nt in indiviclu,I 
! 

fa.I pouches 
2. Assr, dtluent C111 5 m

V
vi.O

 
3. 2S CA

pilllry pip.ties (10 1'0, 25 Safety 
lancm

, 25 A
lcohol sw

abs 
~-

1 lnstr\ict_icins fo
r~

 

2 
A

ctive i"C
'"ients o

f 1n1in com
ponent, 

1 T
n

t ~
•
 inclucln: 

- G
old conjuc.tes: Protein A

- gold colloid (1.0±0.2 t'&> 
-

Test line: R
ecornbin.nt H

C
V

 1ntige,, (core, N
S3, N

S
4, 

N
SS) 0

.S
t0

3
 tie) 

-
C

ontrol line: G
o1t 1nti-hum

1n lm
rnunoglobulin 

C
2.0t0.4 ti&> 

-
2 -

.... , _
_

_
_

 ___ 

A
sS

ly diluent includes: S
O

 m
M

 T
ris-H

C
I B

uffer (S m
l} 

S
odium

 azide (0
.0

2
 %

) 
• 

W
arnings 

1. 
T

he test devices are for m
 v

itro
 d,1gnost1c use only. D

o 

M
aterials req

u
ired

 b
u

t n
o

t provided 
• 

1 
• 

M
icr~

p
ip

ette, P
ro

tectiv
e g

lo
v

es, T
im

er, B
iohuard 

2 

cont1iner 

K
it storage an

d
 stab

ility 
t 

T
he test lot should be stored at a tem

perature betw
een 1-C

 

3. 

2. 

3. 

4
. 

s. 

an
d

 3
0

 •c. D
o

 n
o

t freeze th
e lcit o

r its com
ponents. 

A
ssay d

ilu
en

t m
ay

 b
e o

p
en

ed
 an

d
 resealed for H

eh I 4
• 

1ss1y. C
ap

 should b
e firm

ly sealed b
e
t~

e
n

 each use.1 5 
A

ssay diluent is stab
le unt,I ellpiration d

ate if kept at 
• 

1
- 3

0
 ·c. 

6. 
T

he test device is sensitive to
 b

o
th

 h
eat and hum

idity, 

P
erform

 th
e test im

m
ediately 1

fter rem
oving th

e test 

d
evice from

 fo1l pouch. 
I 7. 

D
o n

o
t use th

e test lcit beyond its expiration d
1te. The/ 8. 

shelf life o
f th

e lcit is as indicated o
n

 th
e o

u
ter package. I 9. 

D
o n

o
t use th

e test lcit 1f th
e p

cu
ch

 is dam
aged o

r the 

H
al is broken. 

10. 

11. 
12. 

13. 

n
o

t reuse th
e test device. 

T
he instructions m

u
st b

e follow
ed ex1ctly to

 1ch
ieve 

accurate resulu. A
rry inotvidual perform

.ng 1
n

 assay w
ith thrs 

product m
ust be trained in Its use and m

ust be proficient. 

D
o n

o
t use th

e p
ip

ette b
y

 m
o

u
th

, sm
oke, d

n
n

k
, eat, 

apply cosm
etics, o

r handle co
n

tact lenses in areas ¥<here 

specim
ens o

r kit co
m

p
o

n
en

ts .ire being handled. 

W
ear protective gloves w

h,le handling specim
ens in

d
 

w
ash hands thoroughly afterw

.irds. 

C
lean

 u
p

 sp
ills th

o
ro

u
g

h
ly

 u
sin

g
 an

 1
p

p
ro

p
riate 

d,sinfect1nt. 

D
econtam

inate and dispose o
f all spec1m

itns, reaction 

k
its an

d
 p

o
ten

tially
 c

o
n

ta
m

in
a
te

d
 m

att>
rials in a 

biohazard container as ,f th
ey

 w
ere infectious w

aste. 

D
o n

o
t m

ix o
r interchange d1fft>rent specim

en!.. 

D
o not eat th

e dt>
s,ccant from

 th
e fo,I pouch. 

A
void splashing o

r aerosol form
ation o

f specim
en and 

assay diluent. 

D
o

 n
o

t m
ix

 o
r in

te
rc

h
a
n

g
e
 c

o
m

p
o

n
e
n

ts ilm
o

n
g

 

d,fferent lots o
r th

o
se for o

th
er products. 

D
o n

o
t dnnlc asw

y
 diluent. 

C
are should b

e tak
en

 to
 avoid cont.im

ination o
f th

e 

b
o

ttle n
o

n
le

 w
h

en
 d

ro
p

p
in

g
 assay d

,lu
en

t in
to

 th
e 

specim
en w

ell. 

T
he assay d,luent contains I p

ro
p

n
etary

 anti-m
icrobi1I -

3 - 14. 

15. 

agent, sodium
 azide, w

hich presents no h
u

ard
 to

 th. U
M

t' 

,f norm
.111 laboratory w

fety
 p

re-au
tio

n
s are follow

ed. If 

co
n

t.ct w
ith 11w

y diluent to
 the e

y
.s and/or skin, w

ash 

affected ,.,... w
ith soap and w

ater 1m
m

ediately. If im
u

tio
n

 

or signs o
f toiocity occur, seek m

ecfoeal 1ttention. 
T

he u
sa

y
 cfJuent co

n
t.in

s sodium
 u

id
e, w

hich m
ay ru

c
t 

w
,th lead o

r co
p

p
er plum

bing to
 fo

rm
 highly e11plosive 

m
et1

I u
1

d
e
 co

m
p

o
u

n
d

s. W
h

en
 d1spos1ng o

f th
ese 

reag
en

ts th
ro

u
g

h
 plum

bing fixtures, n
u

sh
 w

ith • l.rge 
volum

e o
f w

ater to
 pre,,ent alld

e build-up in
d

~
~

 

E
ven though th

e color o
f assay d;luent is changed to

 (tint 

~
lo

w
. it doesn't affect t

h
e
~

 and m
bi5ty of th

e kit. 

S
p

ecim
en

 co
llectio

n
 an

d
 storage 

1. 
W

hole blood 

[C
o

ll.ctio
n

 lty ""ip
u

n
ctu

n
] 

U
sing v

en
ip

u
n

ctu
re, d

raw
 th

e
 w

h
o

le b
lo

o
d

 in
to

 th
e
 

co
llectio

n
 tu

b
e (co

n
t1

in
in

g
 1

n
tico

ag
u

lan
ts including 

heparin, E
D

T
A

 an
d

 ,o
d

iu
m

 citr1te). 

If th
e blood specim

en i, n
o

t im
m

ediately tflted
, it m

u
st 

b
e refrig

e~
ted

 It 2 -
8 ·c. 

If sto
red

 a
t 2 -

8 •c, th
e
 b

lo
o

d
 sp

ecim
en

 m
u

st b
e 

tested
 w

1th1n 3 days o
f refrigeration. 

D
o

 n
o

t u
se a b

lo
o

d
 spe-cim

en sto
red

 fo
r m

o
r• th

an
 

3 days; it c1n cause • nonspecific reaction. 

B
ring blood sp

«
im

en
s to

 room
 tem

peraturw
 (15 -

3
0

 -c
) 

prior to
 use. 



• 

I. 

[C
ollection u

sin
c. lan

u
tJ 

• 
O

N
n

 th
e are1 to b

e l1nc.d w
ith 1n 1lcohol sw

1b. 

2. 

S
qU

N
z• th

e fing.rt,p then prick the i.ter1f s,de o
f the 

fing.r w
ith I l.n

cet provid.d. W
.pe 1w

1y th
. first blood 

drop. T
hen, u

fely
 dispose o

f the l,n
c.t im

m
eo .. tely 1ftff. 

lm
rN

n
e th

e o
,-n

 end o
f I new

 cap,ll1ry pipette (10 p
l) 

in th
e N

x
t blood drop in

d
 rele1se the pressure to

 d
r,w

 

blood into th
e c1pill1ry pipette up to the fi/11,ne. 

P
la1m

1 or H
rU

m
 

[Pl.sm
1] U

sine venipuncture, J,.,w
 th

. w
hole blood into 

th
e coll«tion tube (cont1inine 1nticoagul1nts including 

heplrin, ED
TA 111d sodium

 citr1te) ind then centnfuge 

blood to obtain the pi.sm
1 specim

en. 

(S«un,J USfnt w
nipuncture, dr,w

 the w
hole blood into 

tlte collection tube (N
O

T
 cont1inine 1ntico.gulants) then 

~
 for 3

0
 m

inutes to 1N
ow

 blood c01gui.tion to occur, 

C
antr,fup tlte tube to g

en
.rite a s«

u
m

 specim
en. 

IF p
lan

e o
r sarvn 1p1C

11•• ~
 n

o
t te

t«
I immedately, they 

4
. 

n
u

t lie .
.
.
.
 .., 1t 2 - 8 "C. F-or sta

ir p
e
rio

d
~

 than 

2
-
-
-
,-

-
. Ch.low -20-0 i

s
~

 Bnng pllsm
a °' 

--..n
rp

u
1

••1
1

>
1

0
0

rn
.,,_

,tan
O

S
-3

0
 -O

pnorto use. 

Pf1sm
1 o

r serum
 specim

ens cont1ining I precipit1te 

IIN
Y

 yield inconsistent test results. S
uch specim

ens 

m
ust&

. danft.d f,y centnfue1tion prior to
 1sw

ying. 
.
.
 I 

1•1 • 

~
I
N

 frw
.n-thaw

ec, cycle for specim
en should be 

···•.t 

-
4 -

-
-

5. 

A
ntico1gulants including heparin, E

D
T

A
 •n

d
 s

o
j
d

. 
1 

t 
t 

It 
5 

2
0

 m
inut•s ,1fter ,d

d
in

o
 1

n
1

y
 

1u1 
n

terp
ret 

es 
resu 

s 
• 

~
 

'" 

c
,tr,te

 d
o

 n
o

t 1
ffect th

e
 te

st resu
lt. U

se o
f otn; • 

d,luenL
 D

o not rH
d

 ,fte
r 2

0
 m

inutes. 

1nticoagul1nts has n
o

t b
een

 val,dated. T
heir u

se"'• 
Lt, C

au
tion

: ,r th
e test result is n

o
t legible 1

fter 5 

1ffect th
e test result. 

J 
m

inutes due to h,gh background color, road 1g1in la_ter 

U
se n

ew
 p

ip
ette tips fo

r each
 sp

ecim
en

 in ord 
I 

b
u

t w
ithin 2

0
 m

inute.s o
f adding th

e diluent, R
u

d
m

e 

e
r t 

• 
r 

(b ~ 
S 

ft 
r 2

0
 

avoid cross-contam
ination o

f o
th

~
r specim

ens wh, 
o

u
tsid

e o
f this tim

e rr1m
e 

e ore 
m

in o
r • 

e 

could c,u
se erroneous results. 

c 
m

in) m
ay result in false results. 

3. 

rest in
te

r
p

r
e
ta

tio
n

 

T
est p

r
o

c
e
d

u
r
e
 

I 
A

 colored control line w
ill appear ,t "C

" in th
e result 

1. 
B

ring 1// kit co
m

p
o

n
en

ts a
n

d
 specim

ens to reach • 
w

indow
 to

 show
 th

at th
e test 1s w

orking properly. 

tem
p

era
tu

re b
etw

een
 15 •c an

d
 3

0
 °C

 prior to test,r1~ 
T

he...,,- s«tron o
f the result w

in
d

o
w

 indic.,tes the test result 

2. 
R

ernov-e th
e test dfM

C
e from

 foa pouch and place it o
n

• fl,-1 
N

on
-re,ctiY

e result: The p
resen

ce o
f o

n
ly th

e co
n

tro
l 

d
ry~

u
rfa

ce._
u

~
 the test device w

ith a patient identifier. I 
lin

e (C
) w

ithin th
e resu

lt w
rndow

 in
d

icates • 
n

o
n

-

(U
11n

c I m
1crop1petteJ 

reactive result. 

D
isp

en
se 10 

p
l o

f p
lasm

a, seru
m

 o
r w

hole bloo. 
R

H
ctiH

 result: T
he p

resen
ce o

f th
e test lrne ITT in

d
 

specim
en into th

e sp
ecim

en
 w

ell m
a

rked
 "S". 

th
e control line (C

) w
,thin th

e result w
indow

, re-gardless 

O
r, 

j 
o

f w
hich line ap

p
e,rs first, indic1tes a reactive resulL

 

{U
sin

c I c1pill1ry p
ip

ette] 
Lf::. C

aution: T
he p

resen
ce o

f 1ny test line, no m
1

tter 

D
ispense 10 fJI o

f draw
n w

h
o

le blood specim
en into th 

how
 faint, th

e result is considered reactive. 
. 

specim
en w

ell m
a

rked
 "S

" 
I. 

lnY
ali«I resu

lt: If the control line (C
) is not \lls,ble w

,th1n 

D
isp

en
se 4 drops o

f assay d
,lu

en
t in

to
 th

e
 specim

e 
th

e result w
rndow

 ,fte
r perform

ing th
e test. th

e result is 

w
ell "S•. 

I 
considered invafrd. Instructions m

,y not have been follow
ed 

Lfl C
aution: If you d

o
 n

o
t h

o
ld

 th
e b

o
ttle vertically,/ 

correctly o
r the test m

,y hiJ\le detffl()(";)ted. It is recorrvneoded 

can
 lead to

 inaccurate results. E
xactly, 4 drops shou~ 

that the specim
m

 be retested u
sin

e
 • nrw

 test device. 

be 1dded. A
d

d
,n

g
 m

o
re

 th
a

n
 4 d

ro
p

s m
ay

 result it 

reddish color background o
r an invalid result. 

T
est lim

ita
tio

n
s 

A
s th

e te
st begins to

 w
ork, y

o
u

 w
ill see purple colJ1. 

A
 n

o
n

-re,ctive result does n
o

t preclude th
e pou1b1l1ty 

m
ove across th

e result w
indow

 in th
e cen

ter o
f the tesf 

o
f ,nfection w

ith H
C

V
. O

th
er clinically •v•il•ble tests 

device. 
• 

I 
-

5 -

,re
 required ,f q

u
estio

n
ab

le results are obt11n.d. A
s 

w
ith ,11 d11enost1c tests, I 

defin1tive-<
linic1I d .. p

s
is

 

should n
o

t b
e based o

n
 th

e result o
f • single test, b

u
t 

should o
n

ly b
e m

.d
e by th

e physict1n after 111 clin
-u

l 

end l1bor1tory finding, h
.ve b

.en
 ev1luat.d. 

2. 
D

u
e to

 th
e
 in

h
eren

t design o
f q

u
•lit.tiv

• IV
D

 tn
ts. 

1 fain
t o

r ab
sen

t te
st l,ne (

f 1ls• n
o

n
-re•ctrv

e) m
1y 

occur in specim
ens cont11n1ne high antibody d

.n
s,t,es; 

th
e prozone effect. In o

rd
er to

 obtain I definitiw
 l"ftU

lt. 

1/1 clinical ,n
d

 1,boratory find,nes should b
e evaluat.d. 

Internal quality co
n

tro
l 

T
he B

io
l,n

e'• H
C

V
 te

st d
ev

ic• h11 2 p
re-co

1
t.d

 lines o
n

 

th
e surf1ce o

f th
e test; "T

" (test line) an
d

 •c• (control fine). 
N

eith~
r th

e test line n
o

r th
e controt line is visible in th

e r.su
lt 

w
indow

 b
efo

re 1pply1ng I 
sp

«
im

en
. T

h
• co

n
tro

l line is u
sed

 

fo
r procedural co

n
tro

l an
d

 show
s o

n
ly

 that th
e diluent h

H
 

b
een

 1ppl1ed successfully an
d

 th
at th

e active inc,.cfients o
f 

th
e m

•1n co
m

p
o

n
en

ts on th
e strip •re functioN

I, but it is n
ot 

an
 1S

sur1nce th
at th

e specim
en has b

ffn
 proP

-rly appli.d; it IS 

n
o

t • re,ctiv
• sp.c:,m

en control. 

P
erform

ance ch
aracteristics 

B
ioline"" H

C
V

 test lr:it h
H

 b
H

n
 evaluated in 3 differw

nt sites 

IS
 below

. T
he results o

f individual labor1tonft m
•y vary from

 

th
e
w

 data because th
e results c

•n
 b

. un,que to
 th

. population 

it serves d
ep

en
d

,n
g upon e•ograph,cail, p1t1ent, d

,et•ry, 

environm
ental an

d
 o

th
er nctors. 
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