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Rockfield, MD 20852

RE: DOCKET #56797N-484S

Gentleman:

It has just recently come to my attention that there is a proposed FDA regulation which
would allow the FDA to regulate some types of allograft tissue as medical devices.

Iama neurosurgeon who frequently uses banked allograft tissue, both bone and dura. I
particularly use a great deal of banked allograft bone in my practice.

The FDA already regulates the safety of tissue banks, and the supply, of tissue has been
met well in my experience by the private sector, such as the tissue banks Life Net, and
Musculoskeletal Transplant Foundation.

I think it is a mistake to regulate these bone allografts as medical devices. Their safety is
already well documented, and I think that additional regulatory restrictions imposed on

. this material would simply dramatically increase expenses and significantly curtail supply.
Ultimately, patients would suffer the consequences of this further regulation which is
completely unnecessary. ’ o

If the system is not broken, please don’t try to fix it.

Sincerely,

el

David M. Jones, M.D.
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