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the premarket review and regulation of
products that are comprised of any
combination of these components: (1) A
drug and a device, (2) a device and a
biological, (3) a biological and a drug, or
(4) a drug, a device, and a biological.
The second purpose of this regulation is
to enhance the efficiency of agency
management and operations by
providing procedures for classifying and
determining which agency component
is designed to have primary jurisdiction
for any drug, device, or biological

product where such jurisdiction is
unclear or in dispute.

The regulation establishes a
procedure by which an applicant may
obtain an assignment or designation
determination. The regulation requires
that the request include the identity of
the applicant, a comprehensive
description of the product and its
proposed use, and the applicant’s
recommendation as to which agency
component should have primary
jurisdiction, with an accompanying

statement of reasons. The information
submitted would be used by FDA as one
of the bases for making the assignment
or designation decision. Most
information required by the proposed
regulation is already required for
premarket applications affecting drugs,
devices, biological, and combination
products. The respondents will be
businesses or other for-profit
organizations.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN 1

Annual
No. of Total Annual Hours per
Frequency per
21 CFR Part Respondents Response Responses Response Total Hours
3 28 1 28 24 672
Total 672

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

In the Federal Register of Monday,
June 23, 2003 (68 FR 37160), FDA
published a 60-day notice requesting
public comment on the information
collection provisions. No comments
were received.

Dated: September 9, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03-23509 Filed 9-12-03; 8:45 am]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
withdrawal, without prejudice to a
future filing, of a food additive petition
(FAP 4A3806) proposing that the food
additive regulations be amended to
provide for the safe use of a polyamine-
epichlorohydrin resin and
glutaraldehyde, together, as fixing
agents in the immobilization of glucose
isomerase enzyme preparations for use
in the manufacture of high fructose corn
syrup.

FOR FURTHER INFORMATION CONTACT:
Blondell Anderson, Center for Food
Safety and Applied Nutrition (HFS-
265), Food and Drug Administration,

5100 Paint Branch Pkwy., College Park,
MD 20740, 202—418-3106.

SUPPLEMENTARY INFORMATION: In a notice
published in the Federal Register of
April 26, 1985 (50 FR 16558), FDA
announced that a food additive petition
(FAP 4B3806 (which was later
redesignated as FAP 4A3806)) had been
filed by Miles Laboratories, Inc.,
Elkhart, IN 46515. The petition
proposed to amend the food additive
regulations in §173.357 Materials used
as fixing agents in the immobilization of
enzyme preparations (21 CFR 173.357)
to provide for the safe use of a
polyamine-epichlorohydrin resin and
glutaraldehyde, together, as fixing
agents in the immobilization of glucose
isomerase enzyme preparations for use
in the manufacture of high fructose corn
syrup. On May 24, 2000, Genencor
International, Inc., 925 Page Mill Rd.,
Palo Alto, CA 94304, informed FDA in
writing that they had acquired the rights
to FAP 4A3806. Genencor International,
Inc., has now withdrawn the petition
without prejudice to a future filing (21
CFR 171.7).

Dated: August 27, 2003.
Laura M. Tarantino,

Acting Director, Office of Food Additive
Safety, Center for Food Safety and Applied
Nutrition.

[FR Doc. 03-23332 Filed 9-12-03; 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). The meeting will be open to the
public.

Name of Committee: Endocrinologic
and Metabolic Drugs 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 October 7, 2003, from 8 a.m. to
5 p.m.

Location: Holiday Inn, Versailles
Ballrooms, 8120 Wisconsin Ave.,
Bethesda, MD.

Contact Person: Dornette Spell-
LeSane, Center for Drug Evaluation and
Research (HFD-21), Food and Drug
Administration, 5600 Fishers Lane, (for
express delivery, 5630 Fishers Lane, rm.
1093), Rockville, MD 20857, 301-827—
7001, FAX: 301-827-6776, e-mail:
spelllesaned@cder.fda.gov, or FDA
Advisory Committee Information Line,
1-800-741-8138 (301-443-0572 in the
Washington, DC area), code 12536.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The committee will discuss
the Women’s Health Initiative study
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results: Implications for the use of
hormone therapy with estrogen/
progestin, as a second-line drug, in the
prevention and treatment of
postmenopausal osteoporosis in women.

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 September 30, 2003. Oral
presentations from the public will be
scheduled between approximately 8:15
am. and 9:15 a.m. Time allotted for
each presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before September 30, 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.

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 Dornette
Spell-LeSane 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: September 8, 2003.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 03-23334 Filed 9-12-03; 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: Circulatory
System 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 October 2, 2003, from 9 a.m. to
5 p.m.

Location: Hilton Washington DC
North/Gaithersburg, Salons C, D, and E,
620 Perry Pkwy., Gaithersburg, MD.

Contact Person: Geretta Wood, Center
for Devices and Radiological Health
(HFZ—-450), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301—-443-8320,
ext. 143, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12625. Please call the
Information Line for up-to-date
information on this meeting.

Agenda: The committee will discuss,
make recommendations, and vote on a
premarket approval application for an
excimer laser and laser catheters used
for treatment of chronic critical limb
ischemia (associated with Rutherford
Categories 4, 5, and 6). The device is
intended for use in patients with
angiographically evident culprit
stenoses and/or occlusions in the
superficial femoral artery, popliteal and/
or infrapopliteal arteries, who are poor
surgical candidates and who are
acceptable candidates for
revascularization. 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/
panelmtg.html. Material will be posted
on October 1, 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 September 22, 2003. Oral
presentations from the public will be
scheduled for approximately 30 minutes
at the beginning of committee
deliberations and for approximately 30
minutes near the end of the
deliberations. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before September 22, 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.

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, at 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: September 8, 2003.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 03—23331 Filed 9-12-03; 8:45 am)]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
amendment to the notice of meeting of
the Peripheral and Central Nervous
System Drugs Advisory Committee. This
meeting was announced in the Federal
Register of August 4, 2003, (68 FR
45827). The amendment is being made
to reflect a change in the Agenda
portion of the document. There are no
other changes.
FOR FURTHER INFORMATION CONTACT:
Anuja Patel, Center for Drug Evaluation
and Research (HFD-21), Food and Drug
Administration, 5600 Fishers Lane (for
express delivery, 5630 Fishers Lane, rm.
1093), Rockville, MD 20857, 301-827—
7001, FAX: 301-827-6776, or e-mail:
patelA@cder.fda.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301—443-0572 in the
Washington, DC area), code 12543.
Please call the Information Line for up-
to-date information on this meeting.
SUPPLEMENTARY INFORMATION: In the
Federal Register of August 4, 2003, FDA
announced that a meeting of the
Peripheral and Central Nervous System
Drugs Advisory Committee will be held
on September 24 and 25, 2003. On page
45827, in the third column, the Agenda
portion of the meeting is amended to
read as follows:

Agenda: On September 24, 2003, the
committee will discuss new drug



