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evelopment of innovative evaluation method based on the minimum guarantee
strength of combination medical device
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Towards practical use of fibroblast growth factor-2 slow release
hydroxyapatite-coated pedicle screw for cervical spine, we tried to develop a new evaluation method
:ncorpgrating Weibull analysis in order to demonstrate ‘ reduction of occurrence of implant

oosening’

At first, our mechanical test by animal study showed the effectiveness of Ap-FGF coating. Second,
our retrospective investigation of clinical cases has collected information on adverse events with
conventional cervical pedicel screw. We could not get the construction of a radiological evaluation
using Weibull analysis. Although retrospective investigation of clinical cases has collected
information on adverse events with conventional ﬁroducts, it has been difficult to measure
qguantitatively with the continuous variable of the parameter on loosening. As a proposal of the
solution, we did a preliminary evaluation of the tomosynthesis images.
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