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December 7, 1999

Document Management Branch
(HFA-305) Food and Drug Administration
5630 Fisher’s Lane, Room 1061
Rockville, Maryland

20852

Re: Docket #97N-484S

To whom it may concern:

David M. Lintner, M.D.
Orthopedic Surgeon

It has come to my attention that the FDA is proposing to regulate some
types of tissue allograft as a medical device. Currently, bone banks

provide bone as tissue, which is already under FDA regulation. This is
certainly appropriate since bone is, in fact, a tissue. Allograft bone and

tendon grafts are commonly used in my practice (Sports Medicine,

knee

and shoulder reconstruction) and I am concerned that the higher level of
regulation, paperwork, etc. will result in higher costs and thus decreased
availability of the grafts. There is already some difficulty in obtaining

tissue grafts because of limited availability, with many patients on

extended waiting lists already. I expect this to only get worse if the change

OCCurs.

Bone and other allograft tissues are exactly that: tissues. They should be
regulated as such, not as medical devices. Please do not hesitate to contact

\

David M. Lintner, M.D.
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