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INTENDED USE

The LIODetect®TB Urine Tuberculosis Rapid Test
is an In-vitro diagnostic rapid test for the
qualitative detection of cell wall antigen from
Mycobacterium tuberculosis in human urine
within 20 minutes.

The test is for research use only. It must not be
used for diagnosis.

INTRODUCTION / FIELD OF APPLICATION

M. tuberculosis is the causative agent of human
tuberculosis (TB), which is primarily an illness of
the respiratory system, and is spread by coughing
and sneezing. People suffering from active
pulmonary TB are highly infectious. TB has
become a global disease with its re-emergence in
the Western countries in the last decades.
Overall, more than 30 % of the world's population
is estimated to be infected with the TB bacillus
what kills yearly about 2 million people, more
than any other infectious disease.

Active TB is highly infectious and easily spread by
coughing and sneezing. Latent TB infection (LTBI)
is not infectious and occurs when the individual’s
for life and can reactivate when the individual’s
immune system is weakened, for example, at old
age or due to infection from other diseases.

Symptoms of TB vary according to the site of
infection. These include poor general health,
weight loss, fatigue and weakness.

Symptoms of Pulmonary TB include fever, chest
pain, night sweats, persistent coughing and
blood-stained sputum. Primary TB can be
asymptomatic and active disease may only occur
in 10% of infected individuals. Diagnosing TB can
be difficult and complex, a selection of diagnostic
techniques is necessary in order to diagnose the
disease correctly. The LIODetect®TB Urine
Tuberculosis Rapid Test is a cost effective and
rapid lateral flow based assay which detects cell
wall antigen from mycobacteria. The test can
detect the antigen in urine in two steps within
app. 20 minutes.

PRINCIPLE OF THE TEST

LIODetect®TB Urine Tuberculosis Rapid Test is a
membrane-based test for the rapid detection of
cell wall antigen in urine. This innovative and
sandwich type rapid test is based on lateral flow
immune-chromatography.

After the sample is pipetted into the sample well
together with the diluent buffer it passes through
the gold-marked protein (conjugate). If any
antigen is present in the sample it attaches to the
conjugate. This antigen-conjugate complex then
flows through the membrane to the point where
the capture antibodies to MTB antigens are
immobilized (test line) resulting into a red band.
The remaining conjugate complex then passes
through the membrane until it reaches the
control zone. Again, a red band appears,
indicating that the test has been performed
properly.

KIT CONTENTS
Packaging sizes:

AG004_10_EN (10 Tests):

10 test cassettes, one dropper vial with 3.5 mL
LIODetect®TB Urine Diluent.
TEST COMPONENTS

o LIODetect®TB Urine
Diluent: dropper bottle
containing dilution buffer

-3.5mL
\/ o Test cassette: individually
CE] sealed in an aluminum
bag with a single use

pipet
e 1 Instructions for use

MATERIALS NEEDED BUT NOT PROVIDED
e Stop watch

e Containers for sample collection. We
recommend using standard containers for

urine collection.

Incubator for heat inactivation (T = 100°C) or
autoclave.
e Rack for placing the vials.

PREPARATION OF REAGENTS

All reagents are ready to use.

STABILITY AND STORAGE

Store at 2 - 30°C. Unopened tests (container with
LIODetect®TB Urine tests and Diluent) are stable
until expiry date. Expiry date of tests and diluent
are printed on the labels of the outer package. Do
not use, if the vial or pouches are damaged!

DO NOT FREEZE or expose to temperatures
above 30°C for longer time.

Tests in unopened pouch and diluent: store at 2
-30°C.

Opened pouch: Use tests on the same day.

PRECAUTIONS AND WARNINGS

e In accordance with Good Laboratory Practice
(GLP) or 1S09001, all laboratory devices
employed should be regularly checked for the
accuracy and precision.

e Use all reagents within the expiry period
(mentioned on the kit label). After removing
from the container, the test strip must be used
at the same day.

e Do not use reagents from different kit lots and
do not mix reagents of different kits or kit lots
with one another.

e Before use, bring all reagents to room

temperature (15 - 30°C)!

For urine and only. Not for other body fluids.

Avoid contamination of the reagents. Do not
use the same container for several samples!

e Do not use bacterial contaminated samples.

e Avoid repeated freezing and thawing of
samples, because the antigen may be
destroyed.

e The test is for research use only! Do not ingest
or swallow! Do not eat, drink and smoke in the
laboratory! Do not work without wearing
protective clothing (gloves and lab coat)! Avoid
the contact of kit reagents with skin, eye or
mucosa. After test performance, clean hands
carefully.

Avoid spilling reagents and Aerosol formation.

Wipe-off spilled reagents and samples at once
and disinfect.

Urine samples may be infectious. Take care for
safe handling and disposing.

All kit components should be considered as
infectious agents. Wipe-off sample and reagent
spills with a disinfecting solution (e.g. sodium
hypochlorite, 5%)! Dispose residues of kit
reagents and samples properly, e.g. by
autoclaving.

e For single use only. Do not use, if the vials with
liquids are damaged. Close the vials tightly after
removing liquids.

e For research use only. Not for diagnosis!

SAMPLE PREPARATION AND COLLECTING THE
SAMPLES

LIODetect®TB Urine Tuberculosis Rapid Test is
designed to detect cell wall antigen from
Mpycobacterium tuberculosis in human urine
within 20 minutes.

The test works best with fresh samples.

Collecting and preparing the samples:

General information:

e Samples shall be collected in clean and heat
stable plastic containers.

Collecting the urine:

e Collect midstream clean catch specimen of urine
in an appropriate container.

Close the container and test the sample as soon
as possible (within 1 h).

If testing is not possible within 1 hour, keep the
sample at T < -20°C.

Preparation of the urine samples:
We recommend autoclaving (121°C / 20 min) or
boiling (e.g. for 10 min at 100°C in a thermo block).

Storage of samples:

The samples can be stored refrigerated (2 - 8 °C)
for up to 1 hour. For a longer storage, keep
samples below -20 °C.

TEST PROCEDURE

1)Pipet 60 L (or 2 drops using the pipet for single
use) of the sample into the sample well (SHORT
REFERENCE GUIDE 1)

2)Add 3 drops of diluent buffer into the sample
well (SHORT REFERENCE GUIDE 2A).

3)Adjust timer to 20 min. (SHORT REFERENCE
GUIDE 28B).

4)Read the results after 20 min (SHORT
REFERENCE GUIDE 3).

Manufacturer / Distributor:
LIONEX GmbH

Salzdahlumer Str. 196, Geb. 1A
38126 Braunschweig / Germany

l

Phone: +49(0) 531- 26012 66
Fax: +49(0) 531 - 618 06 54
E-mail: info@lionex.de
Homepage: www.lionex.de



LIODetect®TB urine S
LIONEX¢

Diag
Therap

Tuberculosis Rapid Test

Qualitative rapid test for the detection of cell wall antigens from Mycobacterium tuberculosis in Human Urine.
For professional use. For research use only.

REF: AG004_10_EN Rev.1.0 /200122

REFERENCES
SHORT REFERENCE GUIDE

x

=

=

‘ 60 pl

P

Diluent:
3x

A = negative
B + C = positive
D = not valid

INTERPRETATION OF RESULTS

NEGATIV: One pink / purple line appears (control
line ,,C”). No further line is visible.

POSITIVE: Two pink-purple bands appear; one in
the control area and the other in the test area.
High concentration samples yield results within 20
minutes.

NOT VALID: No line appears or in the control area
(,,C) or no line appears on the membrane.

Intensity of the test line may be stronger or
weaker. Each distinct test line is a positive result,
regardless on its intensity.

Appearance of a very faint shadow-like line:

Indeterminate results: In this case, take a new
sample from the same patient and repeat testing.

Most likely reason for absence of the control line
is insufficient sample volume or mishandling.
Check your protocol and repeat testing by using a
new test strip. If the problem persists, contact your
local distributor.

QUALITY CONTROL

The LIODetect®TB Urine Tuberculosis Rapid Test
contains an internal control. The pink / purple line
appearing in the control area (,,C”) indicates that
the test is used properly. The control line confirms
sufficient  sample  volume and  correct
performance. A clear background on the
membrane is the internal negative control.

PERFORMANCE CHARACTERISTICS

For detecting analytical sensitivity, urine was
spiked by defined concentrations of cell wall
antigen (urine pool, heat inactivated). The spiked
samples are measured by LIODetect®TB Urine
Tuberculosis Rapid Test. The detection limit was
below 100 ng/ml. Using special filters for urine, the
detection limit can be reduced to less than
50 ng/ml.

Our antibody conjugate is highly specific to
“M tuberculosis COMPLEX” cell wall antigen. No
cross reaction was observed with M. avium and
M intracellulare cultivated on Sauton’s medium.

LIMITATIONS

LIODetect®TB Urine Tuberculosis Rapid Test has
been developed to detect cell wall antigen from M.
tuberculosis in human urine. Using this test for
other fluids has not yet been validated and can
yield incorrect results.

The test is specific for Lipoarabinomannan (LAM)
from M. tuberculosis Complex. Cross-reactions
with other pathogenic mycobacteria such as M.
avium and M intracellulare have not been
observed.

The test must not be used for diagnostic purposes.
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