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Cat. No.:DTS205
Pkg.Size:20T

Intended use

Cryptosporidium Ag Rapid Test (Stool) chromatographic immunoassay is a procedure for measurement of Cryptosporidium
antigens in stool samples.

General Description

Cryptosporidium is a genus of protozoans that can cause gastrointestinal illness with diarrhea in humans. Cryptosporidium is the
organism most commonly isolated in HIV-positive patients presenting with diarrhea. Treatment is symptomatic, with fluid
rehydration, electrolyte correction and management of any pain.

Principle Of The Test

Cryptosporidium Ag Rapid Test (Stool) use monoclonal Cryptosporidium parvum-specific antibodies that detect all forms of the
parasite's life cycle.
The test is based on the use of red microspheres linked covalently to an anti-Cryptosporidium parvum monoclonal antibody, plus
blue microspheres as test control.
The parasites present in stool samples react with the latex particles which are coated with monoclonal antibodies specific
against the antigen. This latex particles/antibodies/parasite complex migrates through a chromatographic process towards the
reaction zone. In this zone, there are anti-Cryptosporidium antibodies that react with the latex particles/antibodies/parasite
complex. This reaction leads to the appearance of a red line. These lines are used to interpret the result, at five minutes' room-
temperature incubation.

Reagents And Materials Provided

1. 20 Reaction devices (cassettes)
2. 20 vials containing dilution buffer
The number of vials provided should be the same as the number of cassettes.

Materials Required But Not Supplied

1. Test tubes
2. Pipettes that can be graduated
3. Pipette tips

Storage

The kit can be stored at temperatures between 2 °C and 30 °C (it can be stored in a refrigerator). The expiration date is stamped
on the package.

Specimen Collection And Preparation

Stool samples should be collected in an appropriate sterile container as soon as possible after symptom onset. The sample
should be representative, if possible. The samples can be stored in the refrigerator (at approximately 4 °C) for 1-2 days before
being analyzed. To conserve samples for a longer period, store them in a freezer at -20 °C, with no further handling. In this case,
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the sample must be completely defrosted, taken to room temperature and homogenized before analysis.

Assay Procedure

1. Unscrew the vial cap carefully, so as not to spill the extraction buffer.
Collect a sufficient amount of fecal matter (30-50 mg) with the end of the applicator.
If the stool is liquid, collect 100 μL with the help of a pipette and transfer to the vial.
2. Introduce the applicator with the specimen into the vial. Screw the cap on tightly and shake vigorously to ensure a
homogenous mixture.
3. Take the reaction device out of the aluminum pouch. Discard the small bag of desiccant; it is not used during the test, as its
only purpose is to protect the test against moisture.
4. Break the upper end of the vial.
5. Add 4 or 5 drops to the sample area of the reaction device (round window marked with an arrow). Do not add solid particles
along with the liquid.
6. Wait between no less than 5 minutes and no more than 10 minutes, then read and interpret the result.
Note:
The strip can also be inserted into the first test tube or vial, as long as it is long enough for the liquid not to reach the area with
the arrows. However, on rare occasions, absorption can be hindered due to a very concentrated sample. Alternatively, the strip
can be submerged in the first test tube for 10 seconds (without going past the tips of the arrows) and then left to react on a
horizontal surface.

Quality Control

The test is invalid if no blue line appears, whether because the test was not performed properly or the reagents have
deteriorated. If this happens, repeat the analysis, following the work protocol indicated in these instruction sheets closely.
WARNING: Including a control with an established result is recommended to ensure that the data obtained are correct.

Interpretation of Results

Interpretation code for strip images.
C: Cryptosporidium parvum
N: Negative
NEGATIVE:
There is only a single BLUE line in the results area (in the cassette test, aligned with the letter "C" (Control) marked on the
device frame). This line should always appear.
POSITIVE:
A BLUE line and a separate RED/PINK line appear in the results area (in the cassette test, aligned with the letter "T" (Test)
marked on the device frame). The intensity can vary according to the antigen concentration present.
INVALID:
The test is INVALID if no blue line appears because the procedure was not followed correctly, the reagents have deteriorated or
because an incorrect amount of sample was added. Repeat the test with a new reaction device.
Any line that may appear after 10 minutes due to the nature of the sample has no value.
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 Precautions

1. Specimen samples (fecal matter) may contain infectious agents and should be treated and discarded as potentially dangerous
biological materials.
2. The buffer contains sodium azide as an antimicrobial agent. Avoid direct contact with skin and mucosa. Discard appropriately.
Do not use the buffer if there are indications of contamination or precipitation.
3. Do not store or prepare food, eat, drink or smoke in the area where the reagents and samples are handled.
4. Wear disposable gloves when handling the samples. Wash your hands thoroughly when you have finished working.
5. Do not exchange components from kits with different lot numbers.
6. Before using, let all kit components and samples reach room temperature, because cold reagents and/or samples can reduce
test functionality. About 20-30 minutes are usually sufficient for reaching room temperature.
7. Do not use kit components after the expiration dates.
8. If the package is broken, the product can still be used as long as none of the components have been damaged.
9. It is important to add the correct sample amount (4-5 drops of suspension). If less than indicated is used, the chromatography
may not occur because the sample may not reach the reaction area; if there is too much, brown lines may appear instead of red
and blue ones.
10. The used product should be discarded as indicated by current legislation.
11. Do not use the test if a colored line appears in the result area before you start to use it.
12. It is important to take the appropriate amount of stool sample: 30 - 50 mg of solid stool or <100 µL of liquid stool. An
excessive sample amount prevents correct chromatography.
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13. In the case of the STRIP product packaged in a tube, it is important to close the tube again immediately after taking the
reactive strip out; otherwise, high room humidity might damage the rest of the strips inside the tube.

Limitations

1. The test should be used only for detecting Cryptosporidium parvum antigens in fecal matter.
2. This is a qualitative test; no quantitative interpretation of the result should be made with respect to the intensity of the positive
line.
3. A large number of samples were evaluated to ensure proper test functioning. The correlation of results with other techniques
(ELISA) was excellent. However, interferences in the test performance cannot be excluded.
4. If there is an excess sample amount, brown lines may appear instead of red and blue ones, or there may be no test and
control lines because chromatography is not produced correctly. The brown lines have no research value. If this happens, repeat
the test with a smaller amount of stool sample or dilute the previously-prepared extract.
5. No crossed reaction with other substances has been observed during test evaluation. A negative result does not totally
exclude the possibility of Cryptosporidium parvum infection.
6. The analysis of some samples can produce lines of imprecise color, caused by negative samples in the majority of the cases.
The test should be repeated if lines of indeterminate color appear. If the same result is obtained again, the analysis should be
performed with another analytic method.
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