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CFR part 106 and part 107 (21 CFR part
107). FDA also regulates the labeling of
infant formula under the authority of
section 403 of the act (21 U.S.C. 343).
Under the labeling regulations for infant
formula in part 107, the label of an
infant formula must include nutrient
information and directions for use. The
purpose of these labeling requirements
is to ensure that consumers have the
information they need to prepare and
use infant formula appropriately. In a

notice of proposed rulemaking that
published in the Federal Register of
July 9, 1996 (61 FR 36154), FDA
proposed changes in the infant formula
regulations, including some of those
listed in tables 1 and 2 of this
document. The document included
revised burden estimates for the
proposed changes and solicited public
comment. In the interim, however, FDA
is seeking an extension of OMB
approval for the current regulations so

that it can continue to collect
information while the proposal is
pending.

In the Federal Register of October 17,
2003 (68 FR 59793) FDA published a 60-
day notice requesting public comment
on the information collection
provisions. No comments were received.

FDA estimates the burden for this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual

Federal Food, Drug, aérgiticoczlsmetic Act or 21 CFR Reszghgfents Fr%%i%ré?sger chgéé?sneusgl Sgggsér[])gé Total Hours
Section 412(d) of the act 4 13 52 10 520
106.120(b) 4 0.25 1 4 4
107.10(a) and 107.20 4 13 52 8 416
107.50(b)(3) and (b)(4) 3 2 6 4 24
107.50(e)(2) 3 0.33 1 4 4

Total 968

1There are no capital costs or operating and maintenance costs associated with this collection of information.

2Manufacturers may submit infant formula notifications in electronic format.

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
21 CFR Secti No. of Freéﬂgzgl/ of Total Annual Hours per
ection Recordkeepers Recordkeeping Records Recordkeeper Total Hours

106.100 4 10 40 4,000 160,000
107.50(c)(3) 3 10 30 3,000 90,000

Total 250,000

1There are no capital costs or operating and maintenance costs associated with this collection of information.

In compiling these estimates, FDA
consulted its records of the number of
infant formula submissions received in
the past. The figures for hours per
response are based on estimates from
experienced persons in the agency and
in industry.

Dated: January 6, 2004.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 04-670 Filed 1-12-04; 8:45 am]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Food Labeling; Notification Procedures
for Statements on Dietary Supplements”
has been approved by the Office of

Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 14, 2003 (68
FR 59189), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0331. The
approval expires on December 31, 2006.
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A copy of the supporting statement
for this information collection is
available on the Internet at http://
www.fda.gov/ohrms/dockets.

Dated: January 6, 2004.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 04—671 Filed 1-12—04; 8:45 am]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“User Fee Cover Sheet; Form FDA
3397 has been approved by the Office
of Management and Budget (OMB)
under the Paperwork Reduction Act of
1995.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Management Programs (HFA-250), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
4659.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 3, 2003 (68
FR 57469), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0297. The
approval expires on December 31, 2006.
A copy of the supporting statement for
this information collection is available
on the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: January 6, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04-672 Filed 1-12-04; 8:45 am]
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ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Neurological
Devices 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 February 23, 2004, from 9:30
a.m. to 5 p.m.

Location: Hilton Washington, DC
North/Gaithersburg, Ballroom Salons A,
B, G, and D, 620 Perry Pkwy.,
Gaithersburg, MD.

Contact Person: Janet L. Scudiero,
Center for Devices and Radiological
Health (HFZ-410), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—1184, or
FDA Advisory Committee Information
Line, 1-800-741-8138 (301-443—0572
in the Washington, DC area), code
3014512513. Please call the Information
Line for up-to-date information on this
meeting.

Agenda: The committee will discuss
and make recommendations on a
premarket notification submission for a
thrombectomy device. Background
information for the topic, 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/
panelmitg.html.

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 February 9, 2004. Oral
presentations from the public will be
scheduled between approximately 9:45
a.m. and 10:45 a.m. Time allotted for
each presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before February 9, 2004, 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.

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 Shirley
Meeks, Conference Management Staff, at
301-594-1283, ext. 105, 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: January 5, 2004.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 04-600 Filed 1-12—-04; 8:45 am]
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ACTION: Notice.

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: Ophthalmic
Devices 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 February 5, 2004, from 9 a.m.
to 5 p.m., and February 6, 2004, from 8
a.m. to 4:30 p.m.

Location: Gaithersburg Marriott,
Salons A, B, C, and D, 9751
Washingtonian Blvd., Gaithersburg, MD.

Contact Person: Sara M. Thornton,
Center for Devices and Radiological
Health (HFZ-460), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—2053,
ext. 127, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 3014512396. Please call the
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