THE UNIVERSITY OF TENNESSEE '
MEMPHIS UI
The Health Science Center

viw U7 YiCollege of Medicine

Department of Neurosurgery

847 Monroe Avenue, Suite 427

Memphis, TN 38163

December 22, 1999 Phone (901) 448-6374  FAX (901) 448-8468

Document Management Branch
(HFA-305)

Food and Drug Administration
5360 Fishers Lane, Room 1061
Rockville, MD 20852

Gentlemen:

itis my Understanding that the FDA proposes to regulate allograft tissue. | am most
opposed to this, particularly regarding bone banks. We have used bone bank bone
here in Memphis for a number of years and had no difficulties with it at all. Bone
grafting with bone bank bone allows us to minimize the pain and discomfort of any
surgical procedure Please let me vote against any regulation of this tissue by the FDA
and it is my understanding that | should refer this letter to docket number 97N-4848S.
With kindest regards,

Sincerely,

James T. Robertson, M.D.

Professor
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