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I. 
IN

T
E

N
D

E
D

 U
S

E
P

acific 
H

em
ostasis 

F
D

P
 

A
ssay 

S
et, 

C
ontrol 

S
et, 

La
tex

R
ea

gent, 
G

lycine 
B

uffered 
S

aline 
(G

B
S

), 
and 

S
am

ple
C

ollection Tubes are intended for use in the detection of
F

ibrinogen/F
ibrin deg

rada
tion products (F

D
P

) in serum
 or

urine.

II.
S

U
M

M
A

R
Y

 A
N

D
 P

R
IN

C
IP

L
E

S
F

D
P

 are found a
t low

 levels in the sera of all healthy indi-
viduals because of norm

al fibrinolytic m
echanism

s.  T
he

m
ean norm

al level in resting adults is 4.9 ±
 2.8 µg/m

L. 1

S
light eleva

tion can occur after stress, exercise, or anxiety. 2

H
igher serum

 F
D

P
 levels are associa

ted w
ith dissem

ina
ted

intravascular 
coagula

tion 
(D

IC
)

3, 
d

e
e

p
 

ve
in

 
th

ro
m

b
o

sis
4,

so
m

e
 p

re
g

n
a

n
cy d

iso
rd

e
rs

5
,6, m

yo
ca

rd
ia

l in
fa

rction
7, and

pulm
onary em

bolism
8.

U
rin

e
 

n
o

rm
a

lly 
co

n
ta

in
s 

le
ss 

th
a

n
 

0
.2

5
 

µ
g

/m
L

 
F

D
P.

9

E
leva

ted 
levels 

can 
a

ppear 
in 

renal 
disease 

such 
as

glom
erulonephritis

10,and in acute g
raft re

je
ctio

n
. 1

1

T
he P

acific H
em

ostasis F
D

P
 A

ssay S
et uses direct la

tex
agglutina

tion to detect eleva
ted F

D
P

 in serum
 or urine.

La
tex particles coa

ted w
ith anti-hum

an fibrinogen are m
ixed

w
ith defibrina

ted serum
 or urine and exam

ined for m
acro-

scopic agglutina
tion.

III.
R

E
A

G
E

N
T

S

For in vitro diagnostic use.
S

tore all reagents a
t 2-8°C

.

A
.

L
atex R

eag
en

t:
A

 suspension of polystrene la
tex particles

sensitized w
ith rabbit anti-hum

an fibrinogen.  C
ontains buffer

and a preserva
tive.

B
.

S
am

p
le C

o
llectio

n
 Tu

b
es:

For blood or urine.  Tubes con-
tain B

a
troxobin, a throm

bin-like enzym
e tha

t rapidly converts
fibrinogen to a fibrin clot.  B

a
troxobin is not inhibited by

A
ntithrom

bin-III or heparin. 12,13
S

oybean
trypsin inhibitor 

prevents plasm
in deg

rada
tion of the fibrin clot.  A

 preserva-
tive is also added.

C
.

G
lycin

e B
u

ffered
 S

alin
e (G

B
S

):
B

uffer w
ith preserva

tive.
D

.
P

o
sitive F

D
P

 C
o

n
tro

l: 
>

1 
µg/m

L 
hum

an 
fibrinogen 

in
glycine buffered saline w

ith stabilizers and preserva
tive.

E
.

N
eg

ative F
D

P
 C

o
n

tro
l: 

<
1 µg/m

L hum
an fibrinogen in

glycine buffered saline w
ith stabilizers and preserva

tive.

W
arn

in
g

:
Latex R

eagent, G
B

S
, P

ositive and N
egative F

D
P

C
ontrols contain 0.1%

 sodium
 azide.  S

odium
 azide under

acid conditions yields hydrazoic acid, an extrem
ely toxic

com
pound.  D

ilute w
ith running w

ater before discarding, and
then flush w

ith large volum
es of w

ater.  T
hese precautions

are recom
m

ended to avoid deposits in m
etal piping in w

hich
explosive conditions m

ay develop.

C
au

tio
n

: 
E

ach unit of source m
aterial used in the prepara-

tion of this product has been tested by an F
D

A
 licensed

m
ethod and found nonreactive for H

B
sA

g and negative for
antibodies to H

IV
 and H

C
V. H

ow
ever, no know

n test
m

ethod can offer com
plete assurance that products

derived from
 hum

an blood w
ill not transm

it hepatitis, A
ID

S
,

or other infectious diseases.  T
his product, like all m

aterials
of hum

an origin, should be handled as potentially infec-

tious biological m
aterial.

U
nexpected results or reagent color varia

tions could indi-
ca

te product deteriora
tion.  F

D
P

 C
ollection Tubes m

ay fail to
draw

>
2 m

L w
ith com

pa
tible collection system

s if vacuum
has been lost.

IV. 
S

A
M

P
L

E
 C

O
L

L
E

C
T

IO
N

B
lo

o
d

:
A

.
F

ill tube until the vacuum
 is exhausted and blood flow

 ceas-
es.  T

he exact vo
lu

m
e

 o
f b

lo
o

d
 d

ra
w

n
 w

ill va
ry, bu

t sh
o

u
ld

b
e

 >
2

 m
L

.  A
lte

rn
a

tive
ly, tu

b
e

s can be filled by rem
oving the

stopper and adding 2-3 m
L of blood.  R

estopper and invert
gently to m

ix contents.
B

.
C

lo
t fo

rm
a

tio
n

 sh
o

u
ld

 o
ccu

r so
o

n
 a

fte
r d

ra
w

in
g

 b
lo

o
d

.  C
lo

t
re

tra
ctio

n
 a

n
d

 serum
 separa

tion can be hastened by ringing
the clot or by low

 speed centrifuga
tion.  If sam

ple is not cen-
trifuged, allow

 it to stand a
t room

 tem
pera

tu
re

 fo
r 1

5
-3

0
 m

in
-

u
te

s.  H
e

p
a

rin
ize

d
 b

lo
o

d
 w

ill n
o

t ca
u

se
 a

 d
e

lay in
 clo

t 
re

tra
ction.

C
.

S
erum

 is best tested im
m

edia
tely after separa

tion from
 the

clot, but can be stored for up to 3 days a
t 2-8°C

.  D
o not

freeze.

U
rin

e:
A

.
U

se only fresh, clean ca
tch urine.  T

he sam
ple m

ust not be
contam

ina
te w

ith m
enstrual blood.

B
.

Transfer the desired volum
e into the collection tube and m

ix
by inverting.

C
.

Test im
m

edia
tely.  D

o not freeze.

V. 
P

R
O

C
E

D
U

R
E

M
aterials P

rovid
ed

:
P

acific H
em

ostasis F
D

P
 A

ssay S
et:

La
tex R

eagent: one 5 m
L vial w

ith dropper
P

ositive F
D

P
 C

ontrol: one 2 m
L vial w

ith dropper
N

ega
tive F

D
P

 C
ontrol: one 2 m

L vial w
ith dropper

G
lycine B

uffered S
aline: one 100 m

L vial w
ith dropper

30 S
am

ple C
ollection Tubes, 100 m

ixing sticks, 
10 D

isposable test slides, 30 P
lastic sam

pling pipets

N
o

te:
La

tex R
eagent (1 x 5 m

L), G
lycine B

uffered S
aline (2 x 100

m
L), and F

D
P

 S
am

ple C
ollection Tubes (30 or 100) can be

purchased separa
tely.  C

ontrol S
ets are available w

ith 3 x 2
m

L 
F

D
P

 
P

ositive 
C

ontrol 
and 

3 
x 

2 
m

L 
F

D
P

 
N

ega
tive

C
ontrol.

M
aterials R

eq
u

ired
, B

u
t N

o
t P

rovid
ed

:
G

lass or plastic test tubes, tim
er, pipets for additional dilu-

tions, vortex.

A
.

B
ring all reagents and sam

ples to room
 tem

pera
ture.

B
.

Label clean test tubes 1:10 and 1:40 for each serum
 sam

-
ple.
U

rine is tested undiluted and 1:10.
C

.
U

sing the supplied dropper, add 0.45 m
L of G

B
S

 to the 1:10
tube.  A

dd 2.0 m
L to the 1:40 tube.

D
.

U
sing a disposable P

lastic S
am

pling P
ipet, add one drop of

pa
tient sam

ple to each tube.
E

.
R

inse the disposable pipet w
ith w

a
ter and transfer one drop

of the dilution(s) to separa
te w

ells on the test slide.
F.

A
dd one drop of P

ositive and N
ega

tive F
D

P
 C

ontrol to sep-
ara

te w
ells on the test slide.

G
.

V
ortex the capped La

tex R
eagent.

H
.

U
sing the La

tex R
eagent dropper, add one drop to each test

w
ell.

I.
M

ix w
ith m

ixing sticks and spread contents to entirely fill
each w

ell.
J.

R
ock the test slide gently for three m

inutes.
K

.
E

xam
ine each w

ell for agglutina
tion under a direct light

source.  N
ega

tive w
ells should appear sm

ooth.  C
om

pare all
borderline w

ells to the N
ega

tive C
ontrol w

ell.

V
I. R

E
S

U
LT

S
T

he La
tex R

eagent is sensitized to detect 1 µg/m
L of F

D
P

in the sam
ple under test. A

gglutina
tion a

t the end of the test
period indica

tes the presence of 1 µg/m
L F

D
P

 or m
ore in the

sam
ple under test and is reported as >

1 µg/m
L for undiluted

urine sam
ples, or >

 10 µg/m
L for 1:10 diluted serum

 or urine
sam

ples, or >
40 for 1:40 diluted serum

 sam
ples.  R

eport
results as follow

s:

If a m
ore quantita

tive determ
ina

tion is needed, continue w
ith

serial dilutions until a nega
tive reaction is reached.  F

D
P

 lev-
els >

320 µg/m
L m

ay be seen follow
ing throm

bolytic thera-
py.  A

t levels >
400 µg/m

L the 1:10 w
ell m

ay show
 nega

tive
or w

eak agglutina
tion (prozone).

V
II. L

IM
ITA

T
IO

N
S

A
.

F
alse positive agglutina

tion can occur in m
arkedly lipem

ic or
bacterially contam

ina
ted sam

ples.
B

.
T

h
e

 p
re

se
n

ce
 o

f rh
e

u
m

a
to

id
 fa

cto
r (R

F
) ca

n
 a

lso
 ca

u
se

fa
lse

 p
o

sitive
 F

D
P

 re
a

ctio
n

s.  If R
F

 and F
D

P
 la

tex reagents
both agglutina

te, a direct interpreta
tio

n
 o

f F
D

P
 leve

ls ca
n

-
n

o
t b

e
 m

a
d

e.  D
e

fib
rin

a
te

d
 se

ru
m

 sa
m

p
le

s ca
n

 b
e

reduced w
ith dithiothreitol or 2-m

ercaptoethanol 14
to elim

i-
na

te R
F.

C
.

P
reviously frozen sam

ples m
ay exhibit artificially reduced

F
D

P
 levels.  D

o not freeze.

V
III. P

E
R

F
O

R
M

A
N

C
E

 C
H

A
R

A
C

T
E

R
IS

T
IC

S
A

.
P

recision: Tw
elve serum

 sam
ples over a w

ide range of F
D

P
levels w

ere tested 10 tim
es.  A

ll sam
ples gave identical titers

on each test.
B

.
M

ethod C
om

parison:  In correla
tion studies perform

ed by
independent labora

tories, the P
acific H

em
ostasis m

ethod
yielded correla

tion coefficients from
 r =

 0.84 to 0.99 w
hen

com
pared to other com

m
ercial la

tex assays.
C

.
E

ffect of H
eparin:  T

he P
acific H

em
ostasis F

D
P

 test is not
affected by heparin u

p
 to

 2
.0

 u
n

its/m
L

.  O
th

e
r te

sts u
sin

g
th

ro
m

b
in

 d
e

fib
rin

a
tio

n
 m

ay d
e

te
ct fa

lse
ly e

leva
te

d
 F

D
P

leve
ls w

h
e

n
 a

s little
 a

s 0
.1

 u
n

it/m
L

 o
f h

e
p

a
rin

 is p
re

se
n

t.
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C
at. N

o
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D
escrip

tio
n

C
o

n
ten

ts
100650

F
D

P
 A

ssay S
et

30 det.
100654

F
D

P
 S

am
ple C

ollection Tubes
30 tubes

101654
F

D
P

 S
am

ple C
ollection Tubes

100 tubes
100651

F
D

P
 La

tex R
eagent

1 x 5 m
L

100665
G

lycine B
uffered S

aline
2 x 100 m

L
100656

F
D

P
 C

ontrol S
et

3 x 2 m
L P

ositive
3 x 2 m

L N
ega

tive
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 D
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E
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R

A
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T
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F
isher D

iagnostics (F
D

) w
arrants to the purchaser only tha

t F
D

 products w
ill

perform
 as described on their labeling and product litera

ture.  P
urchaser m

ust
determ

ine the suitability of F
D

 products for their specific applica
tions.  F

D
’s

sole obliga
tion w

ill be, a
t its option, to either replace a non-conform

ing or defec-
tive product, or return the purchase price.  F

D
 D

IS
C

LA
IM

S
 A

LL O
T

H
E

R
 W

A
R

-
R

A
N

T
IE

S
, E

X
P

R
E

S
S

E
D

 O
R

 IM
P

LIE
D

, IN
C

LU
D

IN
G

 T
H

E
 W

A
R

R
A

N
T

IE
S

 O
F

M
E

R
C

H
A

N
TA

B
ILIT

Y
 

A
N

D
 

F
IT

N
E

S
S

 
F

O
R

 
A

N
Y

 
PA

R
T

IC
U

LA
R

 
P

U
R

P
O

S
E

.
N

either F
D

 nor its affilia
tes shall, in any event, be liable for incidental or con-

sequential loss or dam
age.

U
rin

e
S

eru
m

U
n

d
ilu

ted
1:10

R
ep

o
rt

1:10
1:40

R
ep

o
rt

N
ega

tive
N

ega
tive

<
1 µg/m

L
N

ega
tive

N
ega

tive
<

10 µg/m
L 

P
ositive

N
ega

tive
>

1 µg/m
L

P
ositive

N
ega

tive
10-40 µg/m

L
P

ositive
P

ositive
>

10 µg/m
L

P
ositive

P
ositive

>
40 µg/m

L
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A
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U
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S
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