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Regulatory Clearance Notice: Lung Texture Analysis (LTA) is CE Mark certified and Health Canada
Approved. LTA is not FDA cleared and is for research use only in the U.S. and other regions without
regulatory clearance for clinical use.

Indications for Use: The Imbio CT LTA Software uses CT density values of pulmonary tissue to
provide quantitation and visualization in support of diagnosis. The Imbio CT LTA Software performs
three-dimensional segmentation and classifies the lung voxels into typical radiological categories.
Automated reports and color overlays of the analysis are provided to support diagnosis when abnormal
lung parenchymal densities are present.

Below is a representative sampling of published scientific and technical peer-reviewed articles
that relate to Lung Texture Analysis, and its core embedded technology - known as “CALIPER” -
used for classification of the pulmonary tissue. This bibliography is being provided by way of
illustration of the scientific discourse on the subject.
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Potential Prognostic Value: Correlations to Lung Function & Survival
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Evaluation of visual and computer-based CT analysis for the identification of
functional patterns of obstruction and restriction in hypersensitivity pneumonitis.
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Serial automated quantitative CT analysis in idiopathic pulmonary fibrosis:
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Chronic hypersensitivity pneumonitis: identification of key prognostic determinants
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Evaluation of computer-based computer tomography stratification against outcome
models in connective tissue disease-related interstitial lung disease: a patient
outcome study.
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