@ Test procedure for

RIDA®QUICK Clostridium
difficile Toxin A/B

Prepare a stool sample suspension according to the test instructions
Remove the required number of test cassettes after all kit
components have reached room temperature (20 - 25 °C)

f f First add 0.5 ml (approx. 12 - 14 drops)
of Reagent A (blue) and then 0.5 ml

(approx. 12 - 14 drops) of Reagent B

(yellow) to the graduated reaction vial.

Add 50 mg or 50 pl of stool sample or
C. difficile culture, respectively, to the
vial using the Pasteur pipette included
in the kit.

| ’ Mix well after sealing the reaction

vial tightly.

Place the reaction vial containing the

homogenized sample (stool) in the

reaction vial holder (reagent tray) and

' , allow the contents to settle for 5 minutes
at room temperature.

.. Using the microliter pipette included
in the test kit, apply 150 ul of the super-
natant to the application field on the
test strip.
 — — ev The test cassette should be placed on
a horizontal surface for this.

Read the test results within 15 minutes.
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@ Infections of the

gastrointestinal tract

@ RIDA®QUICK Clostridium difficile
Toxin A/B

® Unique rapid test for detection of Clostridium difficile
toxins A and B

® Lateral flow technology makes it possible to perform
rapid on-site screening and to store the test kit
at room temperature (2 - 25 °C)

® The kit contains all materials needed for
near-patient testing

® Enables detection of C. difficile toxins
A and B in stool samples and culture
supernatants in only 15 minutes

® Detection limits for toxin B are within
the range of those of cytotoxicity tests

RIDA®QUICK

safe, simple, sensitive
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@ Clostridium difficile

Diarrhea is a common side effect of antibiotics. Clostridium
difficile, a spore-forming bacteria, is a frequent cause of
diarrhea.

Clostridium difficile is resistant to most antibiotics.

Therefore, when antibiotics destroy the natural

intestinal flora, this creates an ecological niche for

growth of Clostridium difficile. Toxigenic strains of

Clostridium difficile produce enterotoxin A and

cytotoxin B, two toxins responsible for the
clinical manifestation of diarrhea. The action of
these two toxins causes severe diarrhea.
Pseudomembranous colitis, a potentially fatal
disease, can develop quickly over the course
of the infection.

With these bacterial spores, the risk of noso-
comial transmission is high and the progression
of the disease often dramatic. Rapid and reliable
diagnosis is therefore essential. Cultivation of the
pathogen is difficult and time-consuming.

Furthermore, non-toxic strains that are not associated with
clinical disease also exist. Direct detection of the toxic strains,
as accomplished using the RIDA®QUICK Clostridium difficile
Toxin A / B rapid test, is therefore the only way to establish a
causal relationship between the causative agent and the
disease.

Because cultivation of Clostridium difficile does not prove that
it is the cause of antibiotic-associated colitis, the cytotoxicity
test was the method of choice for diagnosis for many years.
The cytotoxicity method tests for cytotoxic activity of toxin B in
cell cultures. Immunological detection methods, such as
RIDA®QUICK Clostridium difficile Toxin A/B, are much faster
than cytotoxicity testing, which can take up to 48 hours.

The RIDA®*QUICK Clostridium difficile Toxin A/B rapid test for
direct detection of toxins A and B in stool samples makes it
possible to diagnose C. difficile infection within 15 minutes.

Kit components

@ Diagnostic reliability

The RIDA®QUICK Clostridium difficile Toxin A/B rapid test was
compared with five other commercial ELISA test kits in a validation
study of 181 deep-frozen stool samples previously characterized
by PCR (116 negative and 65 positive). The stool samples were
thawed, homogenized and tested with each test kit according

to the manufacturer’s instructions. The relative sensitivity and
specificity of each of the test kits was calculated based on the
results and summarized in Table 1.

100 97 100 93 87 83

Specificity 91 99 89 96 91 97

Table 1

To determine the analytical sensitivity of the RIDA®QUICK Clostridium
difficile Toxin A/B rapid test, pure Clostridium difficile toxins A

and B were added to a negative stool sample, mixed and serially
diluted. Each dilution level was tested for reactivity using
RIDA®QUICK Clostridium difficile Toxin A/B and two other com-
mercial immunochromatographic rapid tests. The results are
summarized in Table 2.

Toxin RIDA®QUICK Rapid Rapid

concentration C.difficile Immunoassay 1 | Immunoassay 2
Toxin A and B Toxin A/B
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