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July 13, 2000

Kathy Eberhart

Food and Drug Administration

Center for Biologics Evaluation and Research
1401 Rockville Pike, Suite 200 N

Rockville, Maryland 20852-1448

HFM 42

Dear Mrs. Eberhart:

I am writing concerning the use of allograft and its possible future FDA regulation. In 25 years of
practice of spinal surgery and in over 1,000 cases of placement of bone allograft, I have had no
complications referable to the bone graft. There have been no cases of infection transmitted with this
bone graft. My colleagues have similar experiences.

There is no justification for regulation of allograft. This regulation would only increase costs both for
the Food and Drug Administration and therefore the taxpayer, and also for the potential recipients of
allograft, the patient population in general. With these increased costs will be a loss of innovation as
newer uses of allograft will come less rapidly. I strongly feel that allograft material should not be
regulated as a medical device.

Thank you again for your consideration.

Sincerely yours,

JBM:plm/7-14-00
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