SERODIA-TP-PA

FASSIVE FARTICLE AGGLUTINATION TEST
FOR DETECTION OF ANTIBODIES TO T. PALLIDUM
AT THE VARIOUS STAGES OF SYPHILIS.
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1. INTENDED TO USE

SERODIA-TP+PA iz an in vitro Passive Particle
Agglutination Assay for the detection of anti-
bodies 1o Traponama Pallidum bath in sarum or

plasma specimens.

2. FEATURES

{1) SIMPLE TEST PROCEDURES
{2) PLASMA AND SERUM APPLICABLE
{3) HIGH SPECIFICITY AND SENSITIVITY
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SERODIA-TP-PA

FASSIVE FARTICLE AGGLUTINATION TEST
FOR DETECTION OF ANTIBODIES TO T. FALLIDUM
AT THE VARIOUS STAGES OF SYPHILIS.

1.Stability

Using kits from lod number of K-40301 at Fujirebio’s Figure 1
Hachioji Laboratories, stahility afier reconstitution -
was examingd at the following different dates re- s
spectively from iis manufacturing 11w
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Up to 28th day after reconstitution. no fluctuation in
the respective titers was observed with all the pancls

tested.
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2.Influence of 3 different kinds of Anticoagulants

11 plasma and serum panels were investigaied in the Tabie 1
Comparative Study to check whether there would be = Plasma specimen
any discrepancies in its test results between serum 851 Sarum
' specimen specimen  Sodium
and plasma specimens of the same blood. P P Py EDTA  Heparin

1 160 1 160 1 18D 1 160
1; 5120 1: 2580 1: 5120  1: 5120
1: 1280 1: 1280 1: 1280 1: 1280
1 B40  1: 320 1. 84D 10 84D
5120 1:10240 110240 1210240
1 320  9: 320 1 &3 1: 320
140860 1:20480 120480 130480
1: 3660 1: 1280 1: 12BD 1: 2560
1: G40 1: &40 1: G40 1: 8B40
1; 2660  1: 1280 1: 2660 1: 2580
1: B840 1 &40 1! B4D 12 640

Anticoagulants wsed in this study were citrang,
EDTA and heparin,

As detailed in the dingram, the discrepancies in its
test results between the respective two different
specimens (serumplasma) were kept in all the cases
within ples/minus | doubling dilution, This Com-
parative Stwdy showed that no significant infleence
wis recognized from the Anticoagulants.
{Department of Venereology, Nihon University,
School of Medicine)
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3 High Specificity

The three products (SERODIA-TPPA/SERODIA-
THTPHA) were tested to check the occurrence rate

Figure 2-(

of Mon-Specific Agglutinations. af |
Mon-Specific Agglutination could not find with
SERODIA-TP-PA while SERODIA-TP/TPHA ek | I |
showed Non-Specific Agglutinations, ] I |
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4. Correlation-1
Correlation siudies were performed by comparing Figura 3
SEROQDNA-TP=PA and TPHA on 102 specimens, As (Pirad Diution
shown in Figure 3. the correlation within plus minus Py

1 doubling dilution was 10{FE.
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5.Correlation - 2

391 positive samples (serumdplasma) were assayed
comparatively to study a correlation between
SERODMA-TP and SERODIA-TP«PA.

As shown in Figure 4, all the resulis between the two
different products corresponded 1005 within plus’
mifs | deubling dilution.

6.Correlation - 3

A Comparative Study was performed using various

kinds of serum samples against SERODIA-TPPA
| and SEROMA-TF

(1,586 from healthy adults/27% from pregnant

women' 180 suffering from Rheumatoid Arthritis),

The comelation ration between the two products was
99, 5% (2,404 2,045),

Figura 4
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Svphilis is an acuie and chronic infec-
tous disease caused by Treponema
pallidum (Spirochasta pallida) which
is a genus of motile bacteria, 5-15 u
in length and (L2 g i width, contain-
ing about 10 flexible, undulating, spi-
ral shoped rods,

Asthe T. pallidum cannol grow in ar-
tificaal cullure medi, ﬂimnxlil;ir.ﬂx
utilizing T. Pallidum antigens have
been slow in coming.

Syphili:. d.ls:irnmr.d. a% i veneréeal des-
ease, or VI, along with Gonorrhen.
Chancroid and Lymphogranaloma
venerewm 1% transmitied h}' direct
contact, usually through sexual inter-
course. After an incubation period of
12 po 30 days. the fisst symiplom o
appear are chancres, soon followed
by syphilitic ukcers which then spon-
taneously disappear in a few weeks.
During this first stage (Primary
syphilis), the T. pallidum propagates
in related lymph nodes 1o be

distributed o the whole body through
the  blood  stream.Eventually
serological tests turn positive 4-6
weeks after infection.

The second slage conslilules
sympitomatic syphilis which develops
the secondary syphilid. a skin erp-
tom of various appearances with
mucous patches and the latent syphi-
lis without any sy mptoms.

The third stage is marked by the for-
maticn of gumma, or syphiloma. and
cardiovascular kesions,

Ar the final stage, parasyphilis,
lesions reach o the central nervous

system.

Though the above clinical courses is
tvpical of scguired syphilis, patients
with parasyphilis are quite rare. On
the ather hand, congenital syphilis is
cansed by T. pallidum transmitted
through the placema where it infiects
the fetus, Treatment with antibiatics
such s penicillins and macrolides ot
the earliest disease stage and prophy-
lact: measures are ways o prevent
epidemics, For this purpose. antenatal
and donor blood screenings are man-
datery im most of countries around the
world,

Dismase stage Primary Sacondary Teriary  Cuatemary
Pariod —dweeks -— dmomths - - dyears -— 10ysars -
Samlogical test  Megative Positive
Syphilitic rasacia
Papular syphilid
= Infection Mucois plagua *:;‘I:flﬂ: m::w.iar
Chancra Cancyloma katum

SRS Meurosyphilis

Syphilitic laukodenma
Alppadcia syphiitica

Clinical Significance
in Serodiagnosis
of Syphilis

Darkfiekl Examination is a means for
dingnosing syphilis in the primary
stapes by demonstrating modile tre-
ponemes in a chancre, while serologi-
cal bests are ofien not positive for 14-
21 days after contact.

However, there is difficulty in detect-
ing reponemes from dry eruplion o
blood with this technique, Thus sero-
logical tests are recognized as impor-
tamt indicators in syphilis diagnosas,
Currently performed serological tests
are ¢classified inte two groups by the
kinds of antigens utilized: One is a
Seralogic Test for Syphilis, STS,
utilizing lipoidal antigens. This
includes the Rapid Plasma Reagin
[RPR) test. Venereal Disease Re-
search Lab (VDRL) test and modified

Wasscrman te <. and the other ranges
from TP Hermagglutinotion. or TPHA
e Fluorescent Trepenemal Antibody
Abmrpliun (FTA-ABST amd En:.yrrl.:
immunoassay  (ELA)  utilizing
treponemal antigens. ln practice. for a
rapud m;l\eunir.w:. combined §TS and
TPHA tests are performed and, if
necessary, confirmed by FTA-ABS.
TPHA and FTA-ABS are especially
recommended as dingnostic aids for
patients with reactive RFR who have
atypical signs of primary or second-
ary syphilis, or who have po signs of
syphilis. To dingnose syphilis and
monitor is reatment, quantitative as-
=y such as antibody Ller measure-
ments have become widely used, Fur-
thermore, IgM detection before
seroconversion 1 lgG s early or la-
tent syphilis contributes a great deal
tor the early diagnosis of both con-
genital and scguired syphilis and o
effective therapy monitoring.

Progression

in Antibody Production
at the Primary Stage
of Syphilis

When infected with T, pallidum, the
body's immune system is stimulated
1ex Tend it o, Ome of a series of de-
fenses is humoral immunity wherehy
the B cells begin producing. T.
pallidum-specific antibodies. 1gM is
the first o be produced upon infec-
tion early in primary syphilis. Then
gradually IgG production, peaking
and then decreasing. While IzM dis-
appears when active infection ceases,
IgG remains positive at certain de-
grees, though in lower levels. in
patients’ blood streams long after the
disease has been cured.




& % & & @
(YN N
'Y T F
(Y T ¥
o000

KIT COMPONENTS
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The kit contains sufficient reagents to pedarm 100, 220, 550, and 00 quaitative lests,
Each kil contains the following reagents and accessories;

AEAGENTS

Aecorstiuting Sample Zansiized Unsansiized Piositive

Maximumn Assays | Solution [hilueet Parcles Pariicles Control

(Ligued) Laquid) (Lyophikzed)  (Lyophilized) | (Liquid)
Soreaning: 100{20x8] | 1 viab&ml 1 wial & 29mi 5 viglse(Gmi® | 5 vialsxd,Bmi® | 1 wialx05mi
Scroaning:220(55x4] | 1 vialk18mi | 1 botiexBOml | 4 vialsx1 Smi® | 4 viatsx Smi® | 1 vialzD.5mi
Screaning:550(110x5) | 2 vialo18mi | 2 bottesxEOml | 5 vials3mi® 5 wigkza3ml" 1 wiglel5mi
Soneaning:600[300n2) | 2 viakx18mi | 2 battiesxBOml | 2 viatsxBm® 2 vighzeBml® | 1 viale0Smi

“Altar reconstitugon,

Accessories : Dvoppers(28 u Idrop) : 2 droppers(20x8 58x4,1 10h)

FUJIRERSD TAFHAN INC.
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