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Presenting : =
Cell (APC)

Antigen
specific




Tuberculosis
complex

M tuberculosis
M africanum
M bovis
BCG substrain
gothenburg
maoreau
tice
tokyo
danish
glaxo
montreal
pasteur

Antigens

ESAT

CFP

Environmental
strains

M abcessus
M avium

M branden

M celatum

M chelonae
M fortuitum

M gordonii

M intracellulare
M kansasii

M malmoense
M marinum

M oenavense

M scrofulaceum

M smegmatis
M szulgai

M terrae

M xenopi

Antigens
CFP




Dispense 1 mL of subject's
heparinized whale blood Ints 4
wels of 3 24-wel culture plate.

(
W

And 3 drops of the
aporopriate simulating
antigen fo each well.

Shake covered plate for 1-2 min.

Incutate for 16-24 hrs at
37T°C (humidied).

Harvest at least 200 pL plasma from
each well S30re In racked

microbubes or uncoatzd micropiates.

Stage Two — Human IFN-y ELISA

And S0 UL of conjugate
salution to each well. Add

=0 uL of plasma ar standard.

Snake covered plate for 1 min.
Incubate for 120 minutes at

Room Temperature.

Wash plate =6 tmes. Ad
100 pL of substrate. Incubate

30 min. at Room Temperature.,

|
i\

Add 50 pL of stop salutian.
Read absorbance within S min

at 450nm (620-650nm ref)

L

e

Calculate Results using

standard analysls programs

[QFT-Gold Analysls Software
avallable son).




RESULT

INTERPRETATION

POSITIVE

ESAT-6 and/or CFP-10
responsiveness detected

M. tuberculosis infection likely

NEGATIVE

No ESAT-6 or CFP-10
responsiveness detected

M. tuberculosis unlikely

INDETERMINATE

MTB infection status cannot be
determined as a result of impaired
immunity and/or incorrect
performance of the test
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*RT-PCR — Reverse Transcriptase Polymerase Chain Rea ction
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Versus.:
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l Frimers and probe annealing

‘@. - Reporter dye
g i ﬁu-en-[:hertl-_.-e
— Frimers

4 Fluorescent-emitting
i reporter dye

—p Synihesised DNA




+ Intuitive programming

* Fast and accurate performance

+ Flexibility for muitiple users

= Small footprint B
.

fits on the iCycler
base unit, offering
you Real Time
Quantitative PCR*
capabil ity.
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Name of test Antigen(s) Source of Ig class Laboratory Manufacturer  Address/URL
(number of antigen technique
studies in
review)

Anda-TB* (17) Antigen 60 Native IgG, IgA, IgM ELISA Anda Biologicals Strasbourg,
S.A. France

AMRAD ICT TB 38 kDa and four Recombinant IgG Immunochromato ICT Diagnostics Balgowlah, NSW,

(1) proprietary graphic test card Australia
antigens

Pathozyme Myco Lipoarabinomannan Native LAM and I1gG ELISA Omega Alloa, UK

(1) (LAM) and 38 kDa recombinant 38 Diagnosticshttp://
kDa omegadiagnostics
.com
Pathozyme TB 38 kDa and 16 kDa Recombinant IgG Omega Alloa, UK
Complex Plus (1) Diagnosticshttp://
omegadiagnostics
.com
SEVATB (1) Native Jamnalal Bajaj Sevagram-442
glycoprotein Tropical Disease 102 (Wardha) M
antigen from Research Centre, S (India)
culture filtrate Mahatma Gandhi
of M Institute of
tuberculosis Medical Sciences
H37Rv
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Reference Data collection |[Verification Reference Disease site  |Country Comparison Ig class No. of ISensitivity 'Specificity
standard roup participants*  |(95% CI) (95% CI)
Alifano (1998, |Retrospective |Differential Culture and/ or |Multiple Ttaly Mixed disease [IgG 42/44 0.74(0.58to | 0.93(0.81 to
)4 histology 0.86) 0.99)
Alifano (1998, |Retrospective |Differential Culture and/ or |Multiple Italy Mixed disease [IgA 42/44 0.69(0.53to | 0.89(0.75to
)4 histology 0.82) 0.96)
Banerjee Retrospective [NR Histology Lymph node |India Healthy IgG 30/32 0.43(0.25to | 0.59(0.41 to
(2003, a)42 0.63) 0.76)
minero Prospective Complete Culture and/ or |Pleura Spain Pleural TB oG 30/48 0.53(0.34to | 1.00(0.93 to
(1993)43 histology uspects 0.72) 1.00)
minero Prospective Differential Culture and/ or |Multiple Canary Islands |Non-TB IgG 56/31 0.32(0.20to | 0.94(0.79 to
(1994)44 histology respiratory 0.46) 0.99)
IGevaudan Retrospective [|Differential Culture and/ or |Lymph node  |France Mixed disease [IgG 26/194 1.00(0.87 to | 0.76 (0.69 to
(1992, a)4® histology 1.00) 0.82)
iGevaudan Retrospective [Differential Culture and/ or |Lymph node  |France Mixed disease [IgM 26/194 0.23(0.09to | 0.95(0.91 to
(1992, b)4s histology 0.44) 0.98)
‘Gevaudan Retrospective |Differential Culture Disseminated/ |France Mixed disease |[IgG 56/194 0.95(0.85t0 | 0.76 (0.69 to
(1992, c)4s miliary 0.99) 0.82)
(primary)
‘Gevaudan Retrospective |Differential Culture Disseminated/ |France Mixed disease [IgM 56/194 0.32(0.20to | 0.95(0.91 to
1992, d)4s miliary 0.46) 0.98)
(primary)
evaudan Retrospective [Differential Culture Disseminated/ |France Mixed disease [IgG 25/194 1.00(0.86to | 0.76 (0.69 to
1992, e)4s miliary (post- 1.00) 0.82)
primary)
evaudan Retrospective [Differential Culture Disseminated/ |France Mixed disease [IgM 25/194 0.00(0.00to | 0.95(0.91 to
1992, )4 miliary (post- 0.14) 0.98)
primary)
evaudan Retrospective |Differential Culture Genitourinary |France Mixed disease |IgG 34/194 1.00(0.90to | 0.76 (0.69 to
1992, g)4° 1.00) 0.82)
evaudan Retrospective [|Differential Culture Genitourinary |France Mixed disease IIgM 34/194 0.00(0.00to | 0.95(0.91 to
(1992, h)4® 0.10) 0.98)
Kunter (2003, |Prospect| ve |Differential Culture |Pleura Turkey llileosn-TB IIgG 88/37 0.26 (0.17 to | 0.86 (0.71 to
a)46 espiratory 0.37) 0.96)
Kunter (2003, |Prospectl ve |Differential  |Culture |Pleura Turkey Eleosn-TB IIgM 88/37 0.48(0.37 to | 0.92 (0.78 to
h)46 espiratory 0.59) 0.98)
Kunter (2003, |Prospectlve Differential  |Culture |Pleura Turkey Ilrueosn-TB IIgG and IgM 88/37 0.59(0.48 to | 0.81(0.65 to
JF5 piratory 0.70) 0.92)
Luh (1996)47 |Prospect|ve NR Culture |Multlple Taiwan |Mlxed disease IIgG 35/224 0.63(0.45to | 0.92 (0.88 to
0.79) 0.96)




Reference Data Reference, Disease | Country |Comparis| Name of | No. of |Sensitivity|Specificity
collection |standard site on group| test* |participant (95% CI) | (95% CI)
s
Banerjee |[Retrospective|Histology| Lymph India Healthy | SEVATB | 30/32 0.77 0.88
(2003, node (0.58to | (0.71to
b)+2 0.90) 0.97)
McConkey | Prospective | Culture | Meninges | Egypt Mixed | AMRAD 56/74 0.48 0.82
(2002)48 disease ICT (0.35to | (0.72 to
0.62) 0.90)
Nsanze | Prospective | Culture NR UAE Mixed |Pathozyme| 35/35 0.51 1.00
(1997, and/ or disease Myco (0.34to | (0.90 to
a)# smear and 0.69) 1.00)
healthy
Nsanze | Prospective | Culture NR UAE Mixed |Pathozyme| 35/35 0.11 1.00
(1997, and/ or disease B (0.03to | (0.90 to
b)4° smear and Complex 0.27) 1.00)
healthy Plus
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Sensitivity

Alifano 1998 (2)
Alifano 1998 (b)
Banerjee 2003 (a)
Banerjee 2003 (b)

Gevaudan 1992 (o)
Gevaudan 1992 (b)
Gevaudan 1992 (¢)
Gevaudan 1992 (d)
Gevaudan 1992 (e)
Gevaudan 1992 (f)
Gevaudan 1992 (g)
Gevaudan 1992 ()
Kunter 2003 (a)
Kunter 2003 (b)
Kunter 2003 (0
McConkey 2002
Nsanze 1997 (a)
Nsanze 1997 (b)
uh 1996

Alifano 1998 (a)
Alifano 1998 (b)
Banerjee 2003 (a)
Banerjee 2003 (b)
Caminero 1993
Caminero 1994
Gevaudan 1992 (a)
Gevaudan 1992 (b)
Gevaudan 1992 (c)
Gevaudan 1992 (d)
Gevaudan 1992 ()
Gevaudan 1992 (f)
Gevaudan 1992 ()
Gevaudan 1992 (h)
Kunter 2003 (a)

Nsanze 1997 (b)
Luh 1996

ensitivity (95%

0.74(0.58-086)
069(0.53-082)
043(0.25-063)
077 (0.58-090)
053(0.34-072)
032(0.20-046)
1.00(087-1.00)
023 (0.09-044)
095 (0.85-099)
032(0.20-046)
1.00(0.86-1.00)
000 (0.00-0.14)
1.00(0.90-1.00)
0.0(0.00-0.10)
026(0.17-037)
048(0.37-059)
059 (0.48-069)
0.48(0.35-062)
051(0.34-069)
0.11(0.03-027)
063 (0.45-0.79)

Specificity (95% CI
093 (081-099)
089(0.75-096)
059 (0.41-076)
0388(0.71-096)
1.00(0.93-1.00)
094(0.79-099)
0.76(0.69-082)
095(0.91-098)
076 (0.69-082)
095(091-098)
076 (0.69-082)
095(0.91-098)
076 (0.69-082)
095(0.91-098)
086(0.71-095)
092(0.78-098)
081(0.65-092)
082(0.72-090)
1.00(0.90-1.00)
1.00(0.90-1.00)
092(0.88-096)
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