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Problem and Clinical Need Production Costs
e Material selection:
e Lumbar spinal stenosis affects 8-11 percent of the population > o Titanium alloy Ti6Al7Nb primary structure
in the United States, with an estimated 24 million affected \x o Cobalt-Chrome alloy CoCrMo articulating surfaces
by 2021! o Costs include raw materials, machining, plating, and
e While minor back pain can be eliminated using physical pedicle screws
therapy and pain medication, more severe forms of back pain Ball & Rail System e Estimates for machining and plating estimated with
require surgery ) ) approximate quotes for production given a batch size of
o Current procedures are able to relieve the pain through a | 500-1000
decompression and fixation procedure, but fail to maintain e Price comparison: average spinal implant cost - $13,0003
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e The device takes the best features of interspinous fusion, Ant1c1pated Regulatory Pathway
int i , and facet 1 t t . .
INerSpInous spacers, and facet rep'acement systems e Regulatory pathway is 510(k) for class II devices
e The device is a semi-interspinous device that provides the ST X
s e VertaMotion is similar in magnitude to the ACADIA Facet
stabilization of a facet replacement system and the
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minimally invasive surgical procedures of an interspinous Screw . . . .
device o Both devices target patients suffering from spinal
stenosis and maintain dynamic motion
Simulation
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