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I am writing to dissuade  consideration of Guther FDA regulation of
‘~‘surgical  allograft bone usage. I understand that  the FDA already has

set guidelines for the safe preparation and packaging of bone grafts
for the purpose  of intraoperative implantation,  and we have not seen. . .j,
any problems with their use. It is customary  and routine in our
neurosurgical practice in North Carolina to use 4 to 10 or more of
these grafts  a week in the performance of cervical spine fusion

” .surgery,  to our patients’  great benefit.  To relabel allogranbbne as a
“medical device,” requirhg fti&kr  ti&uic$o@  test&  and approval
is misguided and can only interfere profoundly with well-established,
standard  of care surgical  practice, and sabotage  our safe and painless
source  of fusion material for our patients.
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_.,.I Please feel free to contact me for further clarification of this issue,
from  a busy  private practice perspective.
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