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CIntroduction &

INTRODUCTION

is a contagious and often severe airborne disease caused
6§y infection with Mycobacterium tuberculosis (Mtb), TB
typically affects the lungs, but it also can affect any other organ
of the body. It is usually treated with a regimen of drugs taken
for 6 months to 2 years depending on the type of infection
(National Center for Biotechnology Information, 2014),
overall, a relatively small proportion of people infected with M.
tuberculosis will develop TB disease. However, the probability
of developing TB is much higher among people infected with
HIV (WHO, 2014), the majority of TB cases occurred in large
urban centers, amongst young adults, those from countries with
high TB burdens, and those with social risk factors for TB

(Annual report on tuberculosis surveillance in the UK, 2009).

TB ranks as the second leading cause of death from an
infectious disease  worldwide, after the  human
immunodeficiency virus (HIV), there were 9.0 million new TB
cases in 2013 and 1.5 million TB deaths (1.1 million among
HIV-negative people and 0.4 million among HIV-positive
people) (WHO, 2014), the eastern mediterranian Region is
responsible for about 6-7% of the global burden of TB, with an
estimated 670 000 TB cases in 2013 and an incidence rate of
109 per 100 000 population (WHO, 2015).
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= Role of quantiferon test in TB diagnosis:

According to Centers for Disease Control and
Prevention, 2014:

TB blood tests: TB blood tests (also called interferon-
gamma release assays or IGRAs) measure how the immune
system reacts to the bacteria that cause TB. An IGRA measures
how strong a person’s immune system reacts to TB bacteria by

testing the person’s blood in a laboratory.

Two IGRAs are approved by the U.S. Food and Drug
Administration (FDA) and are available in the United States:

1. QuantiFERON-TB Gold In-Tube test (QFT-GIT)
2. T-SPOT.TB test (T-Spot)

o Positive IGRA: This means that the person has been
infected with TB bacteria. Additional tests are needed to
determine if the person has latent TB infection or TB
disease. A health care worker will then provide treatment
as needed.

o Negative IGRA: This means that the person’s blood did
not react to the test and that latent TB infection or TB
disease is not likely.
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Table (1): Cut off values of quantiferon test

Nil TB Antigen Mitogen
minus Nil minus Nil QFT result Report/Interpretation
(IU/ml) (TU/ml) (IU/ml)*
M. tuberculosis infection NOT
<0.35 >0.5 Negative
Likely
20.35 and M. tuberculosis infection NOT
<25% of nil >0.5 Negative ]
value Likely
>0.35 and
>25% of nil Any Positivet M. tuberculosis infection likely
value
Results are indeterminate for
<0.35 <0.5 Indeterminate]
- TB-Antigen responsiveness
<8.0
20.35 and Results are indeterminate for
<25% of nil <0.5 Indeterminate]
value B TB-Antigen responsiveness
> 8.0§ Any Any Indeterminate] Results are 1ndetermlpate for TB-
* Antigen responsiveness

* Responses to the Mitogen positive control (and occasionally TB Antigen) can be
commonly outside the range of the microplate reader. This has no impact on test results.

TWhere M. tuberculosis infection is not suspected, initially positive results can be
confirmed by retesting the original plasma samples in duplicate in the QFT ELISA. If
repeat testing of one or both replicates is positive, the individual should be considered

test positive.

JRefer to the troubleshooting section for possible causes.

§In clinical studies, less than 0.25% of subjects had IFN-y levels of > 8.0 IU/ml for the
Nil value.




