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Accurate…TB testing

“The greater specificity
of the QFT-G and the
requirement for only
one visit are compelling
advantages.”
Centers for Disease Control (3)

’’

Unprecedented Accuracy
Specificity (1,13)

Sensitivity for active TB (2)

Tuberculin Skin Test
(TST)

65.9
N = 672

76.0%
N = 79

(5mm sensitivity cut-off,
15mm for specificity)

(Meta-analysis)

(3 Studies—US, Japan,
Australia)

QuantiFERON®-TB
Gold In-Tube
(QFTtm)

99.2%
N = 383

89.0%
N = 177

(US Study)

(3 studies—US Japan,
Australia)

%

Accurate diagnosis enables focus on individuals truly infected
with tuberculosis.
How does QFT tm work?
QFT tm is an innovative blood test that measures the
cell-mediated immune response of TB-infected individuals.
QFT tm uses specially designed (1mL) blood collection tubes
that are coated with M. tuberculosis specific antigens (ESAT-6,
CFP-10 and TB 7.7(p4)), along with a negative and a positive
control tube. These TB-specific antigens are encoded within
two regions of the M. tuberculosis genome, which are deleted
from all BCG strains and most non-tuberculous mycobacterial
(NTM) species (with the exception of M. kansasii, M. marinum
and M. szulgai). This makes QFT tm highly specific for
detecting M. tuberculosis infection.(4)

Stimulation of T-lymphocytes in whole blood with these highly
specific antigens results in the production of the cytokine
gamma interferon (IFN-γ) only in individuals infected with
M. tuberculosis. An enzyme linked immunosorbent assay (ELISA)
is used to measure the amount of IFN-γ present in each of the
three tubes (Nil control, TB-Antigen, Mitogen control). If the IFN-γ
concentration of the TB-Antigen tube is above the test cut-off,
that individual is highly likely to have M. tuberculosis infection.

“Since converting our
entire program to the
QuantiFERON-TB Gold
test, we are projecting
a total real cost savings
of over $250,000 in
the first year.”

’’

Dr. Timothy Deneau, Medical Director
– Occupational Health, Sierra Health
Services, Inc.

QFT tm overcomes the limitations of TST
Limitations of TST

Advantages of QFTtm

Requires two visits
Many do not return for test
reading

Requires only one visit

Affected by previous BCG
vaccination
BCG can cause false positive
TST responses in up to 20-40% of
cases (5)

Unaffected by BCG vaccination (6)

False positive responses due to
non-tuberculous mycobacterial
infections
In the US-born, up to 50% of TST
responses can be due to NTM
infections (7)

Unaffected by most environmental
non-tuberculous mycobacterium
(NTM) (8)

Test reading is subjective
Large discrepancies between
readers, different cut-off
employed depending on
perceived risk, induration difficult
to measure (9)

Is objective — Yes or No answer
Eliminates inter-reader variability
in interpretation of results

Serial screening programs require
2-step testing (up to 4 contact visits)

Avoids Boosting
Eliminates need for 2-step
testing

QFT tm is cost-effective for TB infection control programs
• Requires only one visit
• High sensitivity and specificity compared to TST in all TB
testing groups
• Reduction in personnel cost which is the major cost
component of a TST program
TST reagents represent less than 1.5% of the total cost of TST
screening programs (11)

•

Reduction in additional investigation costs (e.g. chest X-rays)
“67% of performed X-rays in HCW with a positive TST were not
warranted because the QFT tm was negative” (12)

400

(10)

Cost per HCW (USD)
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Effective…TB testing

362
max

300

264

200

min

176

100

41
0

Hospital

Health Department

Cost comparison of Hospital and Health Department TB screening
programs using TST (11)

Reliable…TB Testing
New In-Tube format provides convenient
in-field collection
Enables remote location collection as—
• tubes are pre-coated with antigens
• tubes can be stored at room temperature, ready to use
• blood can be collected directly into tubes.
Flexible logistics
Several options after blood collection
1. Send directly to lab. Sample must be incubated within 16
hours of blood collection.
2. Incubate and then send to lab. Incubated blood samples
are stable for up to 3 days at room temperature.
In-lab automation
• Single whole blood test – no cell isolation
• Lab testing requires little specialized equipment and minimal
additional labor requirements
• Enables large volume testing as compatible with existing
ELISA systems.

5 easy steps of QFT tm In-Tube

1. Collect 1mL of
blood into Nil,
Antigen and
Mitogen tubes.
Shake well.
Incubate tubes at
37ºC for 16-24 hrs.

2. Centrifuge tubes
for 15 minutes.

Harvested plasma is
stable refrigerated for
at least 4 weeks.

5. Software calculates results
and prints reports.

3. Add conjugate,
plasma samples and
standards to ELISA.
Incubate for
120 minutes at
room temperature.
4. Wash and
add substrate.
Read absorbance
after 30 minutes.

The ELISA stage is easily automated on existing machines

www.cellestis.com

US FDA Intended Use Statement
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