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Legacy Laboratory Services is now performing the QuantiFERON®-TB Gold InTube test (QFT-GIT), an interferon-gamma release assay. QFT-GIT is a whole
blood test that aids in the diagnosis of tuberculosis by measuring immune
reactivity to M. tuberculosis and with few exceptions, is an acceptable or
preferred alternative to tuberculin skin testing (TST). Unlike TST, QFT-GIT
requires only a single patient visit, eliminates subjective interpretation errors
associated with TST, and avoids false positive results from prior BCG
vaccination. Because of limited data for interferon-gamma-release assays and
children less than five years of age and a greater risk of progression from latent
to active TB, TST remains the preferred test for assessing children less than five
years of age. Test collection and ordering instructions are shown below.

QFT-GIT is an
alternative to
TB skin
testing

QFT-GIT assesses immune response to M. tuberculosis by quantitating
interferon gamma release (via ELISA) from patient white blood cells exposed to
synthetic M. tuberculosis ESAT-6, CFP-10, and TB7.7 peptides (TB antigen),
versus response to positive (Mitogen) and negative (Nil) controls. Interpretation
is qualitative with positive, negative, and indeterminate results being possible.
As recommended by the Centers for Disease Control, both the qualitative test
interpretation and the quantitative assay measurements [interferon-gamma
release values in IU/mL for TB antigen, Mitogen and Nil, as well the differences
Mitogen minus Nil, and TB antigen minus Nil] will be reported on all results.
Sensitivity of QFT-GIT from pooled data of published studies for patients with
culture confirmed TB is 81%, and QFT-GIT sensitivity is considered similar to
TST sensitivity. QFT-GIT is expected to be more specific than TST because
antigens used in the QFT-GIT test are relatively specific to M. tuberculosis and
should produce few false positive results. In tested populations of persons
unlikely to have M. tuberculosis infection, pooled QFT-GIT specificity was 99%
compared to pooled TST specificity of 85%.
Performing both TST and QFT-GIT is generally not recommended but may be
considered in special situations including initial indeterminate or borderline test
results, or if initial testing is negative but a strong clinical suspicion for TB
remains, or when there is increased risk for infection, disease progression or
poor outcome. To avoid false positive results, as with TST, QFT-GIT testing
generally should not be used for testing persons who have low risk for both
infection and progression to active tuberculosis if infected, except for those likely
to be at increased risk in the future.
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Diagnoses of M. tuberculosis infection and decisions about medical or public health management should not be
based on QFT-GIT or TST results alone, but must also consider epidemiologic and medical history and other
clinical findings. Additional evaluation to determine if latent tuberculosis infection or active tuberculosis is present
is indicated for persons with risks, symptoms or signs of tuberculosis and positive QFT-GIT or TST results.
Alternatively, negative results are not sufficient to exclude infection for patients with symptoms, signs or
radiographic evidence of active tuberculosis or who are at increased risk for progression to active tuberculosis if
infected.
Collection Instructions:
1. The three collection tubes must be at 17-25 C at the time of blood filling. Collect 1 mL of blood by
venipuncture directly into each of the three QFT blood collection tubes, Nil Control tube (grey cap), TB
Antigen tube (red cap), and Mitogen Control tube (purple cap).
2. Immediately after filling tubes, shake them 10 times just firmly enough to ensure the entire inner surface of the
tube is coated with blood (similar to a firm handshake). Over energetic shaking may lead to ABERRANT
results.
o

3. Tubes need to be maintained at room temperature (22 C), and MUST reach Legacy Laboratory Services
within 16 hours of collection. Do not refrigerate or freeze samples.
Ordering Instructions:
Description
Ordering
Mnemonic
Collection and
Handling

Preferred Volume
Specimen
Transport
Rejection Criteria
Test Performed
Turn-around Time
Reference Range

QuantiFERON®-TB Gold (QFT)
QF GOLD TB
1. The QuantiFERON® TB collection kit consists of three blood collection tubes, Nil
Control tube (grey cap), TB Antigen tube (red cap) and Mitogen Control tube (purple
cap). Collect 1 mL blood by venipuncture into each of the three tubes.
Tubes fill slowly.
Use of a syringe may ensure correct blood volume.
When tube is upright, blood must meet the small black mark on the label.
If butterfly needle is used, first collect other required tubes or use a “purge”
tube to remove the air. Then proceed with collecting the QFT tubes.
These tubes are manufactured to draw 1 mL of blood and perform optimally
within the range of 0.8 to 1.2 mL. If the level of blood is not close to the
BLACK INDICATOR LINE, another blood specimen should be collected.
2. Immediately SHAKE the tubes firmly 10 times (similar to a firm handshake).
Entire surface of the tube must be coated with blood.
Blood should be frothy after shaking.
Over energetic shaking may cause aberrant results.
3. Label tubes appropriately. If placing a label over the manufacturer’s label, be sure
the black indicator line is visible.
4. Maintain tubes at room temperature.
5. Specimens must be received at the Central Laboratory within 16 hours of
collection.
1.0 mL per tube
Room Temperature (17-25°C)
Under-filling or over-filling collection tubes, tubes not received at the Central Laboratory
within 16 hours of collection, tubes received refrigerated or frozen.
Tuesday, Thursday, Saturday
3-5 days
Negative
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