LAKEWOOD
ORTHOPAEDIC
CLINIC, P.C.

DIPLOMATE OF THE
AMERICAN BOARD OF
ORTHOPAEDIC SURGERY

Duane G. Messner, M.D.
" General Orthopaedics

Courtney W. Brown, M.D.
Traumatic, Adult & Pediatric Spine
General Orthopaedics

David H. Donaldson, M.D.
Traumatic, Adult & Pediatric Spine
General Orthopaedics

Thomas G. Friermood, M.D.
Medical Director
General Orthopaedics

Eric J. Stahl, M.D.

Sports Medicine

Arthroscopic & Reconstructive
Surgery of the Knee & Shoulder

John L. Brugman, M.D.
Traumatic, Adult & Pediatric Spine
General Orthopaedics

Mark F. Mills, M.D.
Total Joint Replacement,
Geriatric Orthopaedics & Arthritis

Mitchell D. Seemann, M.D.
Sports Medicine

Arthroscopic & Reconstructive
Surgery of the Knee & Shoulder

James S. Gebhard, M.D.
Traumatic, Adult & Pediatric Spine
General Orthopaedics

Bharat M. Desai, M.D.
Trauma, Foot & Ankle

Peter N. Lammens, M.D., FRCSC (S)
Trauma & Total Joint Replacement

Douglas C. Wong, M.D.
Traumatic, Adult & Pediatric Spine
General Orthopaedics

DIPLOMATE OF THE
AMERICAN BOARD OF
PHYSICAL MEDICINE
AND REHABILITATION

Ranee Shenoi, M.D.
Physical Medicine and
Rehabilitation, Electrodiagnosis

Administration
Linda C. Tiefel, CEO

87N L84S

"” Printed on Recycled Paper

¢ Central Office ¢ ¢ North Office ¢
1805 Kipling Street 9351 Grant Street
Lakewood, Colorado 80215 Suite 490
303-233-1223 " Thornton, Colorado 80229
1-800-258-5250 303-452-8001
_FAX 303-233-8755 .

FAX 303-452-1167

TN '%5} L

© " Email: LOCbones@aolicom

FrENRT

o
£

: s

A

e

December 17, 1999

Document Management Branch (HFA-305)
Food and Drug Adminstration

5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

RE: Docket #97N-484S
Dear Sirs:

In reference to docket #97N-484S, I am writing to comment upon
the FDA's encroachment on the use of allograft materials which
has been a part of orthopaedics since its onset.

I am very concerned that this infringement and concern on the
FDAs part is unwarranted and certainly unnecessary. I have been
using allograft materials, both of a structural and non-
structural nature, in restorative orthopaedic surgery for greater
than 20 years. These materials allow orthopaedists to manage
complex injuries and can be used as either allograft bone
substitutes or as structural components. Certainly the use of
femoral allografts has been widely used, as well as fibular
allografts in multiple areas of restorative orthopaedic surgery.

I think that it is, at this time, unclear in my mind what the
impetus for evaluation is. This is certainly something that has

been a long-held standard and has an extremely long track record,
and is,

I feel, out of the purview of the FDA.

Signature stamped

to avoid delay in mailing
John L. Brugman, M.D.
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