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Regulatory Clearance Notice: Lung Density Analysis (LDA) is FDA Cleared, CE Mark certified and
Health Canada Approved. LDA is available for research use only in other regions without regulatory
clearance for clinical use.

Indications for Use: The Imbio CT Lung Density Analysis Software provides reproducible CT values
for pulmonary tissue, which is essential for providing quantitative support for diagnosis and follow up
examinations. The Imbio CT Lung Density Analysis software can be used to support the physician in
the diagnosis and documentation of pulmonary tissue images (e.g. abnormalities) from CT thoracic
datasets. Three-D segmentation and isolation of sub-compartments, volumetric analysis, density
evaluations and reporting tools are provided.

Below is a representative sampling of published scientific peer-reviewed articles that relate to
general CT Lung Densitometry, as well as Imbio Lung Density Analysis - including core embedded
technology known as “PRM” (Parametric Response Mapping) - used for classification of pulmonary
tissue. This bibliography is being provided by way of illustration of the scientific discourse on the
subject.
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