KING & SPALDING

1730 PENNSYLVANIA AVENUE, N.W.
WASHINGTON, D.C. 20006-4706
TELEPHONE: 202/737-0500
FACSIMILE: 202/626-3737

DIRECT DIAL:
EMB: 202-626-2903 ebasile@kslaw.com
AW: 202-626-5615 awhitesides@kslaw.com

November 7, 2000

Dockets Management Branch (HF A-305)
Food and Drug Administration -
5630 Fishers Lane, Room 1061
Rockville, MD 20852
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RE: Docket Number 00N-1380
Human Bone Allograft: Manipulation and Homologous Use in Spine and Other
Orthopedic Reconstruction Repair (FDA Public Meeting August 2, 2000)
NOTICE OF THE COMMENT PERIOD EXTENSION

Dear Sir or Madam:

The purpose of this letter is to voice our concern over the Food and Drug
Administration’s (FDA) failure to publish the requisite notice of the extension period for
comments submitted regarding the above-referenced meeting.

After the August 2, 2000 public meeting, numerous interested parties (including King &
Spalding) requested that FDA extend the period of time for parties to comment on the various
1ssues presented by the meeting from the September 1, 2000 deadline to October 31, 2000. The
purpose of an extension was to allow al/ interested parties adequate time to review the hearing
transcript, and develop and submit proposals to the numerous questions presented by FDA at the
public meeting.

On August 30, 2000, King & Spalding contacted FDA to determine if the extension was
granted and both Kathy Eberhart and Marty Wells confirmed that FDA extended the comment
period for 60 days. FDA, however, never publicly announced the extension of the comment
period in the Federal Register nor did it informally notify the public on the FDA website.

FDA’s failure to publish the extension defeats the purpose of granting it in the first place-
----allowing interested parties enough time to submit thoughtful comments on this very important
issue. By not publishing the notice of the extension, FDA failed to provide the public the
opportunity to participate meaningfully in the extension of the notice and comment rulemaking
process, as required by the Administrative Procedure Act. See 5 U.S.C. § 553(b).
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Notice of the extension was imperative in this case. FDA convened the public meeting
for the specific purpose of soliciting public comment on the important issues surrounding human
bone allograft, their uses, and FDA'’s regulation of these products.

FDA should remedy this error by immediately issuing a notice of the extension in the
Federal Register. The notice should also provide for an additional extension of 60 days from the
date of the notice to allow interested parties who were not notified of the extension the same
opportunity to file comments with FDA.

Sincerely,

Coward M. BadUL |28 [k

Edward M. Basile

enloye Whdeateles

Ashley Whitesides
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FROM: Jennifer Davis DATE: November 6, 2000
TO: Dockets Management Branch FAXNO.: 301-827-6870
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