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Rapid qualitative detection of human occult blood in feces
ORDER INFORMATION SPECIMEN
REF Kit size Feces.
GD6780 00 50 determinations Do not use feces sample during menstrual period and
sequent three days.
INDICATION Do not use feces by patients with bleeding hemorrhoids or

The FOB Test is a rapid, chromatographic immunoassay for
the qualitative detection of human occult blood in feces.
Presence of human hemoglobin in feces is an index of
internal bleeding associated to pathological states of the
gastrointestinal tract (colon polyps, colon rectal carcinoma,
ulcerative colitis, Crohn’s disease). Colon rectal cancer is the
third most diffuse form of cancer in the world, so the
detection of the occult blood in feces in a valid parameter for
monitoring the development of this disease. The assay is
designed to detect lower levels of colorectal bleeding than
other biochemical detection methods. The test principle is an
immunochromatographic sandwich method, which employs
two specific monoclonal antibodies to selectively identify
hemoglobin in the test samples. The result is very specific,
and easier to interpret than those of guaiac-based test. The
sensitivity is very high and the accuracy of the test is not
affected by interfering substances, and dietary restriction is
not necessary.

PRINCIPLE

The test is a qualitative, lateral flow immunoassay method.
Feces sample is transferred in a tube containing a medium
for collection and extraction. The obtained mix is added to
the test membrane where human hemoglobin, eventually
present in the sample, reacts with a colloidal gold conjugate
sensitized with a first monoclonal antiboby anti-human
hemoglobin. The immunocomplex migrates along the
membrane to the test region (T) where is captured by a
second monoclonal antibody forming a colored line (Test
line). The immunocomplex and/or gold conjugate excesses
continue to migrate to the control region (C) where are
captured by a anti-conjugate antibody forming another
colored line (Control line) to indicate proper test function.

In presence of human hemoglobin two colored lines will be
visible, on the contrary, only the line in the Control region
will be visible in absence of human haemoglobin (or present
at concentration below the sensitivity of the test). Absence of
the Control line indicates an uncorrected use of the test or
reagent deterioration.

COMPOSITION

Test devices n° 50
The test device contains anti-hemoglobin antibody particles
and anti-hemoglobin antibody coated on the membrane.

Sample collection devices n° 50
with drops caps and extraction buffer.

Reagents preparation
The reagents are ready to use.

Storage and stability

The kit can be stored at 2 - 30 °C. The test device must
remain in the sealed pouch until use. Do not freeze.

The test kit should be kept away from direct sunlight,
moisture and heat.

Stable up to expiry date printed on the sealed pouch.

Do not use test kit beyond expiry date.

ANCILLARY EQUIPMENT
. Specimen collection container
e Timer

with visible blood traces in urine.

Alcohol, aspirin and other medications taken in excess may
cause gastrointestinal irritations resulting in occult bleeding.
Such substances should be discontinued at least 48 hours
prior to testing.

Dietary restriction are not necessary.

Specimen collection

Collect stool sample in a clean, dry specimen collection
container. Best results will be obtained if the assay is
performed within 6 hours after collection.

Specimen collected may be stored for 3 days at 2-8 °C if not
tested within 6 hours.

Fecal specimen preparation

Use the special sample collection devices provided. First,
unscrew the top of the sample collection device, take out the
sample collection stick, into 3 different places of the stool
sample. Do not scoop the fecal specimen. Then, put the
sample collection stick back in the sample collection device
and screw together tightly, then shake the specimen
collection tube vigorously to mix the specimen and the
extraction buffer.

Specimen prepared in the in the specimen collection tube
may be stored for 6 months at -20 °C, if not tested within 1
hour after preparation.

PROCEDURE
Allow reagents to reach working temperature (15-30 °C)
before using.

1. Remove the test device from its foil pouch by tearing

along the notch and use it as soon as possible.

Shake the sample collection device several times.

Holding the sample collection device upright, carefully

break off the tip of collection device.

4. Invert the specimen collection tube and transfer 2 full
drops (approx. 90 ul) of the extracted specimen to the
specimen well (S) of the test device, then start the
timer. Avoid trapping air bubbles in the specimen well
(See Fig. 1).

5. Wait for the red line(s) to appear. The results should be
read at 5 minutes. It is important that the background is
clear before the result is read. Do not interpret the
results after 10 minutes.
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INTERPRETATION OF RESULT

Negative: Only one red line appears on the control region
(C). No apparent red or pink line appears on the test region

m.

Positive: Two distinct red lines appear. In addition to a
colored control band (C), a distinct colored band will also
appear in the test region (T). The intensity of red color in the
test line region will vary depending on the concentration of
hemoglobin present in the specimen. Therefore, any shade in
the test region indicates positive result.

Invalid: Control line fails to appear. Insufficient specimen
volume or incorrect procedural technique are the most likely
reasons for control line failure. Review the procedure and
repeat the test with a new test device. If the problem
persists, discontinue using the test kit immediately and
contact your local distributor.

invalid negative positive
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INTERNAL QUALITY CONTROL

A procedural control is included in the test: a red line
appearing in the control region confirms sufficient specimen
volume and correct procedural technique.

Control standards are not supplied, however it is
recommended that positive and negative controls be tested
as a good laboratory practice to confirm the test procedure
and to verify proper test performance.

ANALYTICAL PERFORMANCES

Sensitivity
The present test can detect the levels of human occult blood
as low as 50 ng/ml hemoglobin or 6 ung hemoglobin/g feces.

Correlation

The F.O.B. Test has been compared with another leading
commercial rapid test. The correlation between these two
systems is 98%.

Specificity

The test is specific for human hemoglobin.

Bovine, chicken, pork, goat, rabbit, horse and turkey
hemoglobin up to 1 mg/ml do not effect on test results.

LIMITATIONS

As with all diagnostic tests, all results must be considered
with other clinical information available. A definite clinical
diagnosis should only be made by the physician after all
clinical and laboratory findings have been evaluated.

PRECAUTIONS IN USE

The reagents contain inactive components such as
preservatives (Sodium Azide or others), surfactants etc. The
total concentration of these components is lower than the
limits reported by 67/548/EEC and 88/379/EEC directives
about classification, packaging and labelling of dangerous
substances. However, the reagents should be handled with
caution, avoiding swallowing and contact with skin, eyes and
mucous membranes.

The use of laboratory reagents according to good laboratory
practice is recommended.

Waste management
Please refer to local legal requirements.
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