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Background

Active pulmonary tuberculosis (TB) is a leading cause of death from infectious disease
throughout the world. Two billion people — one third of the world’s population — are
Infected with Mycobacterium tuberculosis, and 1.6 million died from the disease In
2005[1]. There has been little progress in detection of TB in recent decades: microscopy
and culture remain the mainstay of laboratory diagnosis and there is an urgent need for
new diagnostic tools, especially in high-burden countries. An ideal diagnostic test would
be sensitive and specific for active pulmonary TB, as well as rapid, cost-effective, non-
Invasive, and suitable for use in developing countries.

A breath test could potentially detect persons with active pulmonary TB because M.
tuberculosis manufactures volatile metabolites In vitro, and a number of these volatile

Experimental design

Clinical sites

Homerton University Hospital, London, UK
Hinduja Hospital, Mumbai, India
University of Santo-Tomas, Manila, Philippines

Human subjects

Dela Salle Health Sciences Institute, Cavite, Philippines

Results

Human subjects

191 subjects were included in the analysis (TB/controls): Mumbai 39/16, Manila 51/38,
Cavite 1/34, London 2/10, Total: 93/98.

Analysis of data

Multiple Monte Carlo simulations identified 10 significant non-random times slices that
distinguished TB patients from controls. The accumulated area under curve (AUC) of the
ROC curve was 0.80.
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Analysis of data Conclusions

The BreathLink™ point-of-care breath test identified pulmonary TB with 80% accuracy.
This was a preliminary analysis of data from an ongoing study, and results may improve
as more subjects are entered into the analysis of data, and the subset with a positive
sputum culture Is analyzed separately.

« Subtraction chromatogram determined for each subject
(breath VOCs minus room air VOCs)

« Chromatograms segmented into a series of time slices

’ e Time slices compared in disease group and control group

|  Significant non-random times slices identified with multiple
Monte Carlo simulations
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