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 Our 3D bone reconstruction and
segmentation software qualifies as a
medical device under the FDA definition and
it falls under the category of Software as a
Medical Device (SaMD), as defined by the
FDA and the International Medical Device
Regulators Forum (IMDRF). Based on
regulatory classification, our product is
classified as a Class II medical device 

Future steps for the project will include
refining the reconstruction process to
improve efficiency, as well as
implementing new testing techniques to
ensure smooth and accurate visualization.

Our project focuses on developing a high-
resolution 3D bone segmentation tool that
converts CT scans into detailed 3D models.
By integrating advanced computational
techniques we aim to to provide a solution
that is efficicent, user-friendly, and
compatible with exisiting medical imaging
systems. This technology has the potential
to improve orthopedic diagnostics.
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More on product
specifications here:

Below are two figures: (1) Table of the dimensions taken from the reconstructed 3D print
and the physical bone. (2) The time taken by our algorithm to segment and reconstruct CT

scans of different slice counts. 
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