
22391Federal Register / Vol. 68, No. 81 / Monday, April 28, 2003 / Notices 

October 27, 2003. To meet its burden, 
the petition must contain sufficient facts 
to merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30.

Comments and petitions should be 
submitted to the Dockets Management 
Branch. Three copies of any mailed 
information are to be submitted, except 
that individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Comments 
and petitions may be seen in the 
Dockets Management Branch between 9 
a.m. and 4 p.m., Monday through 
Friday.

Dated: March 31, 2003.
Jane A. Axelrad,
Associate Director for Policy, Center for Drug 
Evaluation and Research.
[FR Doc. 03–10298 Filed 4–25–03; 8:45 am]
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This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). At least one portion of the 
meeting will be closed to the public.

Name of Committee: Dental Products 
Panel of the Medical Devices Advisory 
Committee.

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues.

Date and Time: The meeting will be 
held on May 22, 2003, from 9:30 a.m. to 
4:30 p.m.

Location: Gaithersburg Holiday Inn, 
Walker/Whetstone Rooms, Two 
Montgomery Village Ave., Gaithersburg, 
MD.

Contact Person: Michael E. Adjodha, 
Center for Devices and Radiological 
Health (HFZ–480), Food and Drug 
Administration, 9200 Corporate Blvd., 
Rockville, MD 20850, via e-mail at 
mea@cdrh.fda.gov, or by phone: 301–
827–5283, ext. 123. Please call the FDA 
Advisory Committee Information Line at 
800–741–8138 (301–443–0572 in the 
Washington, DC area), code 12518, for 
updated information on this meeting.

Agenda: The committee will discuss, 
make recommendations, and vote on a 
petition to reclassify tricalcium 
phosphate granules for dental bone 
repair (21 CFR 872.3930) from class III 
to class II (special controls). Background 
information, including the agenda and 
questions for the committee, will be 
available to the public 1 business day 
before the meeting on the Internet at 
http://www.fda.gov/cdrh/
panelmtg.html. Material will be posted 
on May 21, 2003.

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person by May 7, 2003. Oral 
presentations from the public will be 
scheduled for approximately 60 minutes 
at the beginning of committee 
deliberations. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before May 7, 2003, and submit 
a brief statement of the general nature of 
the evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation.

Closed committee deliberations: On 
May 22, 2003, from 4 p.m. to 4:30 p.m., 
the meeting will be closed to the public 
to permit FDA to present to the 
committee trade secret and/or 
confidential commercial information 
regarding pending and future agency 
issues (5 U.S.C. 552b(c)(4)).

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets.

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact AnnMarie 
Williams, Conference Management 
Staff, 301–594–1283, ext. 113, at least 7 
days in advance of the meeting.

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2).

Dated: April 21, 2003.

Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 03–10299 Filed 4–25–03; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing a 
publication containing modifications 
the agency is making to the list of 
standards FDA recognizes for use in 
premarket reviews (FDA Recognized 
Consensus Standards). This publication 
entitled ‘‘Modifications to the List of 
Recognized Standards, Recognition List 
Number: 008’’ (Recognition List 
Number: 008) will assist manufacturers 
who elect to declare conformity with 
consensus standards to meet certain 
requirements for medical devices.
DATES: Submit written or electronic 
comments concerning this document at 
any time. See section VII of this 
document for the effective date of the 
recognition of standards announced in 
this document.
ADDRESSES: Submit written requests for 
single copies on a 3.5’’ diskette of 
‘‘Modification to the List of Recognized 
Standards, Recognition List Number: 
008’’ to the Division of Small 
Manufacturers Assistance (DSMA), 
Center for Devices and Radiological 
Health (CDRH) (HFZ–220), Food and 
Drug Administration, 1350 Piccard Dr., 
Rockville, MD 20850. Send two self-
addressed adhesive labels to assist that 
office in processing your requests, or fax 
your request to 301–443–8818. Submit 
written comments concerning this 
document or to recommend additional 
standards for recognition to the contact 
person (see FOR FURTHER INFORMATION 
CONTACT). Comments should be 
identified with the docket number 
found in brackets in the heading of this 
document. Submit electronic comments 
by e-mail: standards@cdrh.fda.gov. This 
document may also be accessed on 
FDA’s Internet site at http://
www.fda.gov/cdrh/fedregin.html. See 
section VI of this document for 
electronic access to the searchable 
database for the current list of ‘‘FDA 
Recognized Consensus Standards,’’ 
including Recognition List Number: 008 
modifications and other standards 
related information.
FOR FURTHER INFORMATION CONTACT: 
Carol L. Herman, Center for Devices and 
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