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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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AGENCY: Food and Drug Administration, 
HHS.
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, C, 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/
panelmtg.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]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
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Food and Drug Administration

Ophthalmic Devices Panel of the 
Medical Devices Advisory Committee; 
Notice of Meeting

AGENCY: Food and Drug Administration, 
HHS.
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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Information Line for up-to-date 
information on this meeting.

Agenda: On February 5, 2004, the 
committee will discuss, make 
recommendations, and vote on a 
premarket approval application (PMA) 
for a phakic intraocular lens for the 
reduction or elimination of myopia in 
adults.

On February 6, 2004, the committee 
will discuss, make recommendations 
and vote on a PMA for a radiofrequency 
electrosurgical corneal shaping device 
for the temporary treatment of 
presbyopia. Background information for 
each day’s topic, including the attendee 
list, 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 for the February 5, 2004, 
session will be posted on February 4, 
2004; material for the February 6, 2004, 
session will be posted on February 5, 
2004.

Procedure: On February 5, 2004, from 
9 a.m. to 5 p.m., and on February 6, 
2004, from 9:30 a.m. to 4:30 p.m., the 
meeting is open to the public. 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 January 26, 2004. On 
February 5, 2004, formal oral 
presentations from the public will be 
scheduled between approximately 9:15 
a.m. and 9:45 a.m. Near the end of the 
committee deliberations on the PMA, a 
30-minute open public session will be 
conducted for interested persons to 
address issues specific to the 
submission before the committee. On 
February 6, 2004, oral presentations 
from the public will be scheduled 
between approximately 9:45 a.m. and 
10:15 a.m. Near the end of committee 
deliberations on the PMA, a 30-minute 
open public session will be conducted 
for interested persons to address issues 
specific to the submission before the 
committee. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before January 26, 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.

Closed Committee Deliberations: On 
February 6, 2004, from 8 a.m. to 9:30 
a.m., the meeting will be closed to 
permit FDA staff to present to the 
committee trade secret and/or 
confidential commercial information 

relevant to pending and future device 
submissions for vitreoretinal, surgical 
and diagnostic devices, intraocular and 
corneal implants, and contact lenses. 
This portion of the meeting will be 
closed to permit discussion of this 
information (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, 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: January 5, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–601 Filed 1–12–04; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2004D–0002]

Draft Guidance for Industry and FDA 
Staff; Saline, Silicone Gel, and 
Alternative Breast Implants; 
Availability

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of the draft guidance 
document entitled ‘‘Saline, Silicone Gel, 
and Alternative Breast Implants.’’ This 
version of the draft guidance document 
updates preclinical, clinical, and 
labeling recommendations described in 
‘‘Guidance for Saline, Silicone Gel, and 
Alternative Breast Implants’’ dated 
February 11, 2003. The update is based 
on the latest scientific and medical 
information on breast implants, and 
clarifies the type and amount of 
scientific data that should be submitted 
to allow FDA to evaluate whether these 
devices are safe and effective. The draft 
guidance document contains new 
recommendations for manufacturers 
submitting applications for premarket 
approval of breast implants. Some of the 
recommendations apply to all premarket 

approval applications for breast 
implants, while others are specific to 
the type of implant. The draft guidance 
document is not final nor is it in effect 
at this time.
DATES: Submit written or electronic 
comments on this draft guidance by 
April 12, 2004.
ADDRESSES: Submit written requests for 
single copies on a 3.5’’ diskette of the 
guidance document entitled ‘‘Saline, 
Silicone Gel, and Alternative Breast 
Implants’’ to the Division of Small 
Manufacturers, International, and 
Consumer Assistance (HFZ–220), Center 
for Devices and Radiological Health 
(CDRH), Food and Drug Administration, 
1350 Piccard Dr., Rockville, MD 20850. 
Send one self-addressed adhesive label 
to assist that office in processing your 
request, or fax your request to 301–443–
8818. See the SUPPLEMENTARY 
INFORMATION section for information on 
electronic access to the guidance.

Submit written comments concerning 
this draft guidance to the Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 
Submit electronic comments to http://
www.fda.gov/dockets/ecomments. 
Identify comments with the docket 
number found in brackets in the 
heading of this document.
FOR FURTHER INFORMATION CONTACT: 
Samie Allen, Center for Devices and 
Radiological Health (HFZ–410), Food 
and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850, 
301–594–3090, ext. 139.
SUPPLEMENTARY INFORMATION:

I. Background
FDA is revising the guidance 

document entitled ‘‘Saline, Silicone Gel, 
and Alternative Breast Implants’’ to 
clarify the type and amount of scientific 
data that should be submitted to allow 
FDA to evaluate whether these devices 
are safe and effective. The draft 
guidance document provides updated 
information based on the latest 
scientific and medical information on 
breast implants. The draft guidance 
document contains new 
recommendations for manufacturers 
submitting applications for premarket 
approval of breast implants. Some of the 
recommendations apply to all premarket 
approval applications for these devices, 
while others are specific to silicone gel-
filled, saline-filled, or alternative 
implants. The proposed changes are 
primarily to the mechanical data, 
clinical data, and labeling sections of 
the draft guidance document. In 
addition, a new section entitled ‘‘Modes 
and Causes of Rupture’’ has been added 
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