INDIANAPOLIS

neurosurgical
COMPREHENSIVE CARE _

OF THE BRAIN AND S
Adult and Pediatric .

E

* December 30,1999

317 926 5411 o
www.indpls-neurosurgery.com i s i
888 225 5464 ’ ‘ :

neurosurgeons

~ JULIUS M GOODMAN MD _ " “Document Management Branch (HFA-305)

AR L Food and Drug Administration e
TeRRv G HomwRMs 5630 Fishers Lane, Room 1061
HENRY FEUER MD_ == Rockville, MD. 20852
DAVID C HA]_L MD v 7 i 7, - et i ,./ R D e R e 2 v;tr‘;w..,'ﬁ,,—:;w B FE T ey -
THOMAS] LEBPZIGMD RE: . Docket No. I7N 4845 S
"PETERVHALLMD S A O SR A . i V
KENNETH L RENKE Dear Sirs ) ~ -
CARL J SARTORIUS MD’ ; . =

STEVEN M JAMESMD
TROY D PAYNERMD

. 1am a spine surgeon and would like to comment on the proposed FDA regulation of
banked bone. in spi_neAsurgical procedures

At the present time, allograft bone has been widely used in the cervical spine and,
RICKCSASSOMD —— — —~ ) a lesser extent, the thoracic and lumb ine for fusi d Recentl
THOMAS M RELTY W5 to.a esser extent, the thoracic and lumbar spine 1or 11010 proce ures. necenty,
Eosthosiologists - pain disorders milled allograft bone has become available to help us in these surgical procedures.
KEVIN E MACADAEGMD _—_ Prior to the milled bone being available, we had to resort fo our own free-hand
gg@iyﬁﬁﬁ%%}? ] T cutting and shaping of the allograft bone. Milled bone, in my experience, is clearly
e preferable to what we had previously been doing on our own in the operating room.
- “In the event that milled bone became subject to FDA regulation, we would have to

physical medicine & rehabilitation

MICHAEL BERKOWITZ MD the ¢ nilled bone me. su

NANCY P LIPSON MD ; 80 back to doing the procedures we did previously. I don’t believe any regulation
, _ of bone would in any way change usage of it in spine procedures, but would only add
——————==one additional layer of regulation.

B 1 hope that the temptation to extend FDA regulation in this area is resisted.
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