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ELISA Kit

Cat # 8105-35

LI & See external LabeL.CJ/ W 96 Tests

Cysticercosis IgG

e (T. solium)ELISA
Method Enzyme Linked
Immunosorbent Assay
Principle Sandwich Complex

Semi-quantitative :

DEISEEAIEN (e Positive, Negative

Sample 5 pL
Total Time ~ 20 min.

. 12 Months from the
Al manufacturing date
Specificity 100%
Sensitivity 98.4%

INTENDED USE

TheCysticercosis ELISA Testis an enzyme linked immunosorbent assay (ELISA)
for the qualitative identification of serum antilies (IgG) toTaenia solum antigen.

SUMMARY AND EXPLANATION

The causative agents of Taenia solum infection generally associated with
contaminated food, infected workers, gastric reflinx tapeworm carriers, or
contaminated water. These contamination routeg@merally created by ingestion
of T. solum eggs. Cysticercosis is known as arcindn of the larval form

(cysticeri) of Taenia in organs or tissues. Areasst affected by the infection
revolve around the central nervous system. In texihdi Cysticercosis can cause
seizures and cranial pressure in the brain.

This Cysticercosis ELISA test should not be the sokthod of diagnosis. Because
of possible cross reactions with Echinococcosisemtesting procedures should be
done so that the Echinococcus infection can belrolg. Even though cyst vesicular
antigen aids in sensitivity and specificity, oth@on-serological tests are

recommended to verify accurate results of the insanfection.

TEST PRINCIPLE

The principle of the Cysticercosis ELISA test inxes three incubation steps.
Before the first incubation, the microwells are teohwith T. solum cyst antigen.
The patient's sera is added, and if there are atilyagies present, they will bind to
the wells during the first incubation. Next, thells must be washed of any test
sample, and added to the wells at this point isBheyme Conjugate. During the
second incubation, the Enzyme Conjugate will bindany antibodies present.
Before the third incubation step, more washingsreeessary. Then a chromogen
(tetramethylbenzidine or TMB) is added. With theesence of the Enzyme
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Conjugate and the peroxidase causing the consumptiperoxide, the chromogen
changes to a blue color. The blue color turns taright yellow color after the
addition of the stop solution, which ends the rieact ELISA readers can be used to
obtain results or the results can be read visually.
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SPECIMEN COLLECTION AND PREPARATION

Serological specimens should be collected undestiaseonditions. Coagulate blood
and remove serum. Hemolysis is avoided through pr@eparation of the serum from
the clot. Serum should be stored at 2-8 °C if tibibe analyzed within a few days.
Serum may be held for 3 to 6 months by storage2@t°€ or lower. Lipemic and
strongly hemolytic serum should be avoided. Do medt inactive serum and avoid
repeated freezing and thawing of samples. Freemplsat -20 °C or lower if not used
immediately.

Do not heat inactivate serum and avoid repeatedifrg and thawing of samples.
Test samples: Make a 1:64 dilution of patientshsesing the dilution buffer (e.g. 5 pl
sera and 315 pl dilution buffer).

MATERIALS AND COMPONENTS

Matenals provided with the test kits
. Plate: Microwells containingT. solium antigens - 96 test wells in a test strip

holder.

2. EnzymeConjugate: One (1) bottle containing 11 ml of Protein A aggted to
peroxidase.

3. Positive Control: One (1) vial containing 1 ml of diluted positikegobit serum.

4. Negative Control: One (1) vial containing 1 ml of diluted negativentan
serum.

5.  TMB Substrate Solution: One (1) bottle containing 11 ml of the chromogen
tetramethylbenzidine (TMB).

6. Wash Concentrate 20X One (1) bottle containing 25 ml of concentrated
buffer and surfactant.

7. Dilution Buffer: One (1) or Two (2) bottles containing 30 ml of tawéd
protein solution.

8.  Stop Solution One (1) bottle containing 11 ml of 0.73 M phospbacid.

Materials required but not provided

Pippetes

Squeeze bottle for washing strips (narrow tip éonemended)

Reagent grade water and graduate cylinder

Tubes for sample dilution

Absorbent paper

ELISA plate reader with a 450 nm and a 620-650 ifterfoptional if results
are read visually.
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Preparation

Wash Buffer - Remove cap and add contents of botd&’5 ml of reagent grade water.
Place diluted wash buffer into a squeeze bottld witnarrow tip openingNote:
Washings consist of filling to the top of each welhaking out the contents and
refilling.

Avoid generating bubbles in the wells during thehwag steps.

ASSAY PROCEDURE

1. Break off number of wells needed (two for contalss number of samples) and
place in strip holder.

2. Add 100 pl (or two drops) of the negative contmlell #1, 100 pl of the
positive control to well #2 and 100 pl of the dddt(1:64) test samples to the
remaining wells.

Note: Negative and positive controls are supplieijuted. Do not dilute
further.

3. Incubate at room temperature (15 to 25 °C) for irutas.

4. Shake out contents and wash 3 times with the dilush buffer.

5. Add 100 pl of Enzyme Conjugate to each well.

6. Incubate at room temperature for 5 minutes.
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7. Shake out contents and wash 3 times with wash b&fap wells against
paper towels to remove excess moisture.
8. Add 100 pl of the Chromogen to every well.
9. Incubate at room temperature for 5 minutes.
10. Add 100 pl of the Stop Solution and mix by tappétgp holder.
RESULTS

Visually: Look at each well against a white background (paper towel) and
record as clear or +, ++ or +++ reaction.
ELISA Reader: Zero reader on air. Set for bichromatic readirntgt8/620-650 nm.

Troubleshooting

Negative control has excessive color after devetapm

Reason:inadequate washings

Correction: wash more vigorously. Remove excessive liquid ftbewells by
tapping against an Absorbent towel. Do not allost teells to dry out.

Interpretation of the Test

Zero ELISA reader on air. Read all wells at 450/65620 nm.
Positive—Absorbance reading equal to or greater than Q. 31Qts.
Negative—Absorbance reading less than 0.3 OD units.

Compare results to the controls. A sample shoeldnterpreted as positive if the
degree of color development is obvious and sigauific

A positive OD reading indicates that the patient/rba infected byT. solium or a
closely related organism (ekghinococcus).

A negative OD reading indicates that the patiens h@ detectable level of
antibodies. This may be due to lack of infectionpoor immune response by the
patient.

QUALITY CONTROL

The use of controls allows validation of kit stétlgil The kit should not be used if
any of the controls are out of range. Expectedesfor the controls are:
Positive— 0.5 OD units and above.

Negative- Absorbance reading 0-0.3 OD units.

EXPECTED VALUES

The number of individuals showing positive resulg vary significantly between
populations and geographic regions. If possiblehdaboratory should establish an
expected range for its patient population.

PERFORMANCE CHARACTERISTICS

Reference Method *

+ -
Diagnostic + 15 1
Automation,Inc. - 0 65

Positive Agreement: 100% (15/15)
Negative Agreement: 98.4% (65/66)

*Reference Method refers to a commercially avaddblLISA.

LIMITATIONS OF PROCEDURE

Serologic results are an aid in diagnosis but cabroused as the sole method of
diagnosis. Significant cross reactions whiehinococcus infections will occur in this
assay. IfEchinococcus infection cannot be ruled out in the differentiihgnosis, a
positive sample should be confirmed by other méaasimmunoblot offered by the
CDC) or by other non-serological means.
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PRECAUTIONS

1. Do not use solutions if they precipitate or becarfeeidy. Wash concentrate
may show crystallization upon storage at 2 — 83@stallization will disappear
after dilution to working strength.

2. Do not use serum that may have supported micrghiaith, or is cloudy due to
high lipid content. Samples high in lipids shoukddbarified before use.

3. Treat all sera as if capable of being infectiousg&tive control has been tested
and found negative for Hepatitis B surface antiged for the antibody to HIV
by required test methods. This product should leel usider appropriate safety
conditions that would be used for any potentiaifgctious agent.

4. Do not add azides to the samples or any of theergag

STORAGE

Reagents, strips and bottled components:
Store between 2 — 8 °C.
Squeeze bottle containing diluted wash buffer neagtbred at room temperature.
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