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Latex agglutination test for the detection of antibodies 
against Toxoplasma gondii

látex
Toxotest 

SUMMARY
Toxoplasmosis is an infectious disease of human beings and 
animals, distributed worldwide, whose etiological agent is an 
obligate parasite, the Toxoplasma gondii.
It is usually a benign and asymptomatic disease in im-
munocompetent individuals, becoming a serious illness in 
patients immunocompromised, such as the ones affected by 
Acquired Immunodeficiency Syndrome or those undergoing 
an immune suppressant therapy.
When the infection is acquired during pregnancy, there is a 
high risk of fetal infection, and it can produce abortions or 
severe damages to the fetus, such as chorioretinitis, hydro-
cephaly, microcephaly, brain calcifications and psychomotor 
retard. The earlier the pregnant mother is infected, the more 
severe the damages caused to the fetus. If the infection is 
previous to the pregnancy, the mother is immune and the 
embryo is protected.
Serological determinations are the most convenient and 
accurate for the diagnosis of toxoplasmosis, as the parasite 
detection is not always reliable and it is inadequate for a 
massive diagnosis.

PRINCIPLE
The sample reacts with a la latex reagent sensitized with 
purified Toxoplasma gondii antigens. If the sample contains 
anti-T. gondii antibodies, they will react specifically producing 
a macroscopically visible agglutination.

PROVIDED REAGENTS
A. Reagent A: 1% latex particles suspension sensitized with 
T. gondii antigens.
Positive Control: inactivated human serum dilution, contain-
ing antibodies against T. gondii.
Negative Control: inactivated non-reactive serum dilution.

NON-PROVIDED REAGENTS
Saline solution (ClNa, 8.5 g/l) when the semi-quantitative 
method is used.

INSTRUCTIONS FOR USE
Reagent A: homogenize by gently shaking and replace the 
blind cap with the dropper cap additionally provided. Bring 
to room temperature and gently shake before use.
Positive Control: ready to use. Bring to room temperature 
before use.
Negative Control: ready to use. Bring to room temperature 
before use.

WARNINGS
Provided Reagents are for “in vitro” diagnostic use.
All patient samples should be handled as if capable of 
transmitting infection.
The control sera have been tested for Hepatitis B surface 
Antigen (HBsAg) and Human Immunodeficiency Virus (HIV) 
and have been found non-reactive. However, they should be 
handled as potentially infective material, as no method can 
guarantee the absence of these and other infectious agents.
Although the reagent and the control sera have preserva-
tives, they can be contaminated, so they should be handled 
with care.
Use the reagents according to the working procedures for 
clinical laboratories.
The reagents and samples should be discarded according 
to the local regulations in force.

STABILITY AND STORAGE INSTRUCTIONS
Provided Reagents: stable in refrigerator (2-10oC) up to the 
expiration date shown on the box. Do not freeze.
Do not use the reagents once the kit’s expiration date is over.
Once shaken, the Reagent A looks homogenous. After being 
stored for a long period of time it can show sediments that 
does not affect its performance.

INSTABILITY OR DETERIORATION OF REAGENTS
The presence of clots in the Reagent A, which do not disap-
pear when shaken, indicates its deterioration. In that case, 
discard it.
An inadequate storage of the reagents, especially at high 
temperatures, deteriorates them. This can be verified by 
testing the controls provided with the kit.

SAMPLE
Serum
a) Collection: obtain serum as usual. Patient should be 
preferably fasting. Inactivation is not necessary. Do not use 
plasma. Discard hemolyzed or contaminated sera.
b) Additives: not required.
c) Known interfering substances: hemolysis and hyperli-
pemia cause erroneous results.
d) Stability and storage instructions: serum must be 
clear, particle-free and preferably fresh. If the sample is 
not processed immediately, it can be stored in refrigerator 
(2-10oC) for no longer than 48-72 hours from collection. If it 
must be stored for a longer period of time, freeze at -20oC. 
Avoid repeated freezing and thawing.
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REQUIRED MATERIAL
1- Provided
- plastic or glass slides with black background
- 1 dropper to dispense 40 ul

2- Non-provided
- Droppers or micropipettes to dispense 50 ul
- Disposable mixing sticks
- Stopwatch
- Lamp or light source
- Automatic horizontal shaker (optional)

PROCEDURE
Bring the reagents and the samples to room temperature 
(18-25oC) before use.

Checking the Reagent A
Before carrying out a series of determinations, it is rec-
ommended to check the Reagent A performance with the 
provided Positive and Negative Controls, as indicated in 
the qualitative technique.

I- QUALITATIVE TECHNIQUE
Gently shake the Reagent A before use.
In one of the sectors of the slide place:

Sample 1 drop (50 ul)

Reagent A 1 drop (40 ul)

Mix with a disposable stick for 4-5 seconds to obtain a uni-
form suspension in the sector’s entire surface. Place the 
slide on a horizontal shaker (100 r.p.m.) and immediately 
start the stopwatch. Shake the slide for 5 minutes and 
observe macroscopically for the presence or absence of 
agglutination, keeping the slide under good light. If there is 
no mechanical shaker, the shaking can be done manually.

II- SEMI-QUANTITATIVE TECHNIQUE
The sample’s dilutions will be performed on 2 slides 
with marked sections for the agglutination readings (see 
dilutions scheme).
Place 50 ul saline solution on sections 2 and 6 of the 
slides. Add 50 ul sample on sections 1 and 2 of the first 
slide. With the same micropipette mix by aspiration sec-
tion 2, three or four times, obtaining a dilution of 1:2. Take 
50 ul of this dilution and place them on section 3. Mix as 
described above and follow this procedure up to section 
6. Take 50 ul from this section and discard.

Dilution scheme

Section 1 2 3 4 5 6

Saline sol. (ul) - 50 50 50 50 50

Sample (ul) 50 50 - - - -
Mix and transfer ↑	 ↑	 ↑	 ↑	→
Dilution 1:1 1:2 1:4 1:8 1:16 1:32

Ul/ml 10 20 40 80 160 320

Gently shake the Reagent A and add a drop (40 ul) to 
each of the sections of the slide containing the sample’s 
dilutions. Mix with a disposable stick covering the entire 
surface of the section. Shake the slide with a gentle 
move, manually or with the horizontal shaker (100 r.p.m.) 
for 5 minutes. Observe the presence or absence of ag-
glutination.

INTERPRETATION OF RESULTS
a) Qualitative technique
Non-Reactive: a suspension that remains homogeneous up 
to the given time indicates that the sample does not have de-
tectable anti-T. gondii antibodies. In case that a non-reactive 
result is obtained from a pregnant patient, it is recommended 
to repeat the test periodically in order to detect a possible 
seroconversion.
Reactive: any visible agglutination, whether weak or strong, 
different from a non-reactive control, indicates the presence 
of anti-T. gondii antibodies. It is classified from 1 to 4 crosses. 
See LIMITATIONS OF THE PROCEDURE.
When the result is Reactive it is advisable to distinguish 
between an old infection and a toxoplasmosis that is devel-
oping, especially if the sample is from a pregnant patient. In 
this case, using the usual quantitative techniques and the 
analysis of specific IgMs, the determination of the level of 
anti-T. gondii antibodies should be performed.

b) Semi-quantitative technique
The sample’s titre will correspond to the highest dilution in 
which agglutination is observed (1+ following the above-
mentioned scale).

REFERENCE VALUES
The prevalence values highly depend on the dietary habits 
and the contact with cats of the studied population. Also, it is 
important to take into account the patient’s age, as in some 
areas, the prevalence in adult population can be over 70%.

PROCEDURE LIMITATIONS
- See Known interfering substances under SAMPLE.
- Although in the evaluation performed (see PERFOR-

MANCE) no sample showed the prozone effect that inhibits 
agglutination, if it is suspected that this could happen, 
repeat the analysis with a 1:10 dilution of the sample in 
saline solution.

- Remember that the provided dropper should be used in a 
vertical position.

- Before closing the Reagent A make sure the dropper is 
empty.

- If the tip of the dropper breaks, use 40 ul micropipettes.
- Remember that latex reagents should reach room tem-

perature (18-25oC) to be adequately used, if not they can 
yield erroneous results.

PERFORMANCE
Analytical sensitivity: 10 UI/ml
a) Out of a population of 312 tested samples, the following 
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results were obtained: 91.0% clinical sensitivity, 96.4% speci-
ficity, 95.6% positive predictive value and 92.6% negative 
predictive value.
When titers were compared with IFI for the 312 samples, a 
coefficient of correlation r = 0.86 was found.
b) In another population of 136 samples, the kit was com-
pared to Toxotest HAI, without 2-ME, taken as reference. 
The following results were obtained: 96.2% specificity and 
86.4% sensitivity.

WIENER LAB. PROVIDES
Kit for 100 tests (Cat. Nº 1743151).
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SYMBOLS
The following symbols are used in the packaging for Wiener 
lab. diagnostic reagents kits.

C
This product fulfills the requirements of the European 
Directive 98/79 EC for "in vitro" diagnostic medical devices

P Authorized representative in the European Community

V "In vitro" diagnostic medical device

X Contains sufficient for <n> tests

H Use by

l Temperature limitation (store at)

Do not freeze

F Biological risks

Volume after reconstitution

Contents

g Batch code

M Manufactured by:

Harmful

Corrosive / Caustic

Irritant

i Consult instructions for use

Calibrator

Controlb

b Positive Control

c Negative Control

h Catalog number



Calibr.

 Cont.


