3D Bone Reconstruction and Segmentation

Basaam Kheiri, Thien-An Nguyen, Lukas Rosellini, Sajal Regmi, Zem Lorenz Tecson
Mentors: Jeremy Chinwe Orie, Daniel Lee MD, Scott Phelps MD, Sung-min Sohn Ph.D, School of

: : : : : : : MEDTECH
Biological Health Systems Engineering Arizona State University, Johnson & Johnson

Final Technical Model Regulatory Pathway

Our 3D bone reconstruction and
HU — 1000 x (Ffm:{el — Mater) , ' 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 Il medical device

Introduction/Background

Our project focuses on developing a high-
resolution 3D bone segmentation tool that  [L8Jel{eF=[e RBII@@LY/ R{|[=S
converts CT scans into detailed 3D models.
By integrating advanced computational

techniqgues we aim to to provide a solution
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that is efficicent, user-friendly, and
compatible with exisiting medical imaging Choose Fies | M ZE0TIE
systems. This technology has the potential ™"

to improve orthopedic diagnostics.
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Next Steps: Reconstruction
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Future steps for the project will include
refining the reconstruction process to
Improve efficiency, as well as

PI’OjeCt PrOtOtype Sta 2esS Implementing new testing techniques to
ensure smooth and accurate visualization.

Developing the ideal environment to
contribute to the overall betterment of
humanity’s health.
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