ALERE
DETERMINE
TB LAM Ag

Helping diagnose active
Tuberculosis in HIV positive
patients with results in

just minutes.




Rapid Rule-in

TB-HIV Co-infection
with the Alere Determine
TB LAM Ag test

The Alere Determine TB LAM Ag test empowers you, at the point
of-care, to help diagnose active TB in HIV positive patients, providing
results in just minutes. This novel rapid test detects the LAM antigen

(lipoarabinomannan) in urine samples, allowing you to make “rule-in”

decisions, and thus enabling earlier treatment for your patient.




TB is the leading
cause of death amongst
HIV-infected patients.




FIGURE 1

Sensitivity (%) of TB Diagnostic Methods in HIV-TB co-infected patients
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FIGURE 2

Sensitivity(%) of Alere Determine TB LAM Ag when Combined
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25

MIN

Rapid results
in just 25 minutes

DETECT PULMONARY &
EXTRAPULMONARY TB

Urine is a convenient sample that is able to diagnose
both pulmonary and extrapulmonary TB. HIV-

infected patients often have a higher prevalence of
extrapulmonary TB which is difficult to diagnose from a
sputum sample.?

BEST PERFORMANCE IN
IMMUNOSUPPRESSED PATIENTS

Sputum smear microscopy performs poorly in these
patients, with sensitivity decreasing as the CD4 cell
count drops. In contrast, the TB LAM Ag test offers the
greatest sensitivity when compared to smear microscopy
in the sickest patients.!

CONVENIENT URINE SAMPLE

Urine is an ideal sample as it is not specific to the
location of an infection, it is readily available, it
doesn’t produce hazardous aerosols and poses a lower
biohazard and infection risk.

ANTIGEN DETECTION TEST

The Alere Determine TB LAM Ag test is an antigen (Ag)
detection test, and detects the LAM antigen. It shouldn‘t
be confused with commonly used TB antibody (Ab)
serological tests. The WHO recommends against using
TB antibody tests as they can adversely impact patient
safety.’

TB LAM ANTIGEN

LAM, lipoarabinomannan, is a structurally important
component of the outer cell wall of mycobacteria. It is a
17.5 kDa glycolipid found at the surface of the cell.?



P ROC E D U R E Refer to the User Guide and Product Insert for complete instructions.

Prepare Test ‘-- — Add Sample
Tear one strip from the Apply 60 pL of urine
right and remove cover. to sample pad.

e

Read Results Check Results
Wait 25 minutes and read the results. Against the Reference Scale Card
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r— — « Hold the card alongside the patient window and read the result -
« If the result line is hard to define refer to the package insert “ﬂ)
« Store the card in the kit pouch away from direct light and heat H
« Do not use the card beyond the expiration date H
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PRODUCT INFORMATION ORDERING INFORMATION

INFORMATION TYPE PRODUCT DETAIL PRODUCT NAME PRODUCT CODE
METHOD LATERAL FLOW
ALERE DETERMINE TB LAM Ag (X100) 7D2740
TIME TO RESULTS 25 MINUTES
Not cleared/approved or for sale in USA
STORAGE o
CONDITIONS 2-30°C
SHELF LIFE 17 MONTHS
SAMPLE TYPE URINE (UNPROCESSED)

100 TEST UNITS,
KIT CONTENTS REFERENCE SCALE CARD,
PACKAGE INSERT
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