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membership on one or more of the 
advisory panels or advisory committees. 
Self-nominations are also accepted. 
Nominations shall include complete 
curriculum vitae of each nominee, 
current business address and telephone 
number, and shall state that the 
nominee is aware of the nomination, is 
willing to serve as a member, and 
appears to have no conflict of interest 
that would preclude membership. FDA 
will ask the potential candidates to 
provide detailed information concerning 
such matters as financial holdings, 
employment, and research grants and/or 
contracts to permit evaluation of 
possible sources of conflict of interest.

This notice is issued under the 
Federal Advisory Committee Act (5 
U.S.C. app. 2) and 21 CFR part 14 
relating to advisory committees.

Dated: May 20, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–11944 Filed 5–26–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is publishing a 
list of premarket approval applications 
(PMAs) that have been approved by the 
Center for Biologics Evaluation and 
Research (CBER). This list is intended to 
inform the public of the availability of 
safety and effectiveness summaries of 
approved PMAs through the Internet 
and the agency’s Division of Dockets 
Management.
ADDRESSES: Submit written requests for 
copies of summaries of safety and 
effectiveness to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Please cite 
the appropriate docket number as listed 
in table 1 of this document when 
submitting a written request. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the summaries of 
safety and effectiveness.
FOR FURTHER INFORMATION CONTACT: 
Nathaniel L. Geary, Center for Biologics 
Evaluation and Research (HFM–17), 
Food and Drug Administration, 1401 
Rockville Pike, suite 200N, Rockville, 
MD 20852–1448, 301–827–6210.
SUPPLEMENTARY INFORMATION:

I. Background
In the Federal Register of January 30, 

1998 (63 FR 4571), FDA published a 
final rule that revised 21 CFR 814.44(d) 
and 814.45(d) to discontinue individual 
publication of PMA approvals and 
denials in the Federal Register, 
providing instead to post this 
information on the Internet at http://
www.fda.gov. In addition, the 
regulations provide that FDA publish a 

quarterly list of available safety and 
effectiveness summaries of PMA 
approvals and denials that were 
announced during the quarter. FDA 
believes that this procedure expedites 
public notification of these actions 
because announcements can be placed 
on the Internet more quickly than they 
can be published in the Federal 
Register, and FDA believes that the 
Internet is accessible to more people 
than the Federal Register.

In accordance with section 515(d)(4) 
and (e)(2) of the Federal Food, Drug, and 
Cosmetic Act (the act) (21 U.S.C. 
360e(d)(4) and (e)(2)), notification of an 
order approving, denying, or 
withdrawing approval of a PMA will 
continue to include a notice of 
opportunity to request review of the 
order under section 515(g) of the act. 
The 30-day period for requesting 
reconsideration of an FDA action under 
§ 10.33(b) (21 CFR 10.33(b)) for notices 
announcing approval of a PMA begins 
on the day the notice is placed on the 
Internet. Section 10.33(b) provides that 
FDA may, for good cause, extend this 
30-day period. Reconsideration of a 
denial or withdrawal of approval of a 
PMA may be sought only by the 
applicant; in these cases, the 30-day 
period will begin when the applicant is 
notified in writing by FDA of its 
decision.

The following is a list of PMAs 
approved by CBER for which summaries 
of safety and effectiveness were placed 
on the Internet from October 1, 2003, 
through December 31, 2003. There were 
no denial actions during the period. The 
list provides the manufacturer’s name, 
the product’s generic name or the trade 
name, and the approval date.

TABLE 1.—LIST OF SAFETY AND EFFECTIVENESS SUMMARIES FOR APPROVED PMAS MADE AVAILABLE OCTOBER 1, 2003, 
THROUGH DECEMBER 31, 2003

PMA No./Docket No. Applicant Trade Name Approval Date 

BP 000023/02003M–0462 MedMira Laboratories, Inc. MedMira Reveal Rapid HIV–1 Antibody Test Apr. 16, 2003

II. Electronic Access

Persons with access to the Internet 
may obtain the documents at http://
www.fda.gov/cber/products.htm.

Dated: May 20, 2004.

Jesse Goodman,
Director, Center for Biologics Evaluation and 
Research.
[FR Doc. 04–11947 Filed 5–26–04; 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: Dermatologic 
and Ophthalmic 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 August 27, 2004, from 8 a.m. to 
5:30 p.m.

Location: Food and Drug 
Administration, CDER Advisory 
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Committee Conference Room, 5630 
Fishers Lane, rm. 1066, Rockville, MD.

Contact Person: Kimberly Littleton 
Topper, 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, e-mail: topperk@cder.fda.gov, or 
FDA Advisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512534. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: The committee will discuss 
new drug application (NDA) 21–756, 
pegaptanib sodium injection (proposed 
tradename, Macugen) by Eyetech 
Pharmaceuticals, Inc., indicated for the 
treatment of exudative (wet) age-related 
macular degeneration.

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 August 13, 2004. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 2 p.m. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person by August 13, 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 Kimberly 
Littleton Topper 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: May 20, 2004.

Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–11946 Filed 5–26–04; 8:45 am]

BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

Manufacturing Subcommittee of the 
Advisory Committee for 
Pharmaceutical Science; 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). The meeting will be open to the 
public.

Name of Committee: Manufacturing 
Subcommittee of the Advisory 
Committee for Pharmaceutical Science.

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

Date and Time: The meeting will be 
held on July 20 and 21, 2004, from 8:30 
a.m. to 5 p.m.

Location: Center for Drug Evaluation 
and Research Advisory Committee 
Conference Room, rm. 1066, 5630 
Fishers Lane, Rockville, MD.

Contact Person: Hilda Scharen, 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, e-mail: 
SCHARENH@cder.fda.gov, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572) in the 
Washington, DC area), code 
3014512539. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: On July 20, 2004, the 
subcommittee will address the 
following issues: (1) Receive topic 
updates for ongoing activities pertaining 
to manufacturing science and quality by 
design; and (2) discuss and provide 
comment on a Current Good 
Manufacturing Practice (cGMP) risk 
model being developed at FDA. On July 
21, 2004, the subcommittee will address 
the following issues: (1) Discuss and 
provide comments on a cGMP and 
quality system approach for the 
production of investigational new drugs 
(INDs) and (2) discuss and provide 
comments on manufacturing science 
and risk-based questions for new drug 
application chemistry, manufacturing 
and controls (NDA CMC) review 
process.

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 

before the subcommittee. Written 
submissions may be made to the contact 
person by July 13, 2004. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 1:30 p.m. on July 20, 2004, and 
between approximately 11:30 a.m. and 
12 noon on July 21, 2004. Time allotted 
for each presentation may be limited. 
Those desiring to make formal oral 
presentations should notify the contact 
person before July 13, 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 Hilda 
Scharen 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: May 20, 2004.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 04–11945 Filed 5–26–04; 8:45 am]
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In compliance with the requirement 
for opportunity for public comment on 
proposed data collection projects 
(section 3506(c)(2)(A) of Title 44, United 
States Code, as amended by the 
Paperwork Reduction Act of 1995, Pub. 
L. 104–13), the Health Resources and 
Services Administration (HRSA) 
publishes periodic summaries of 
proposed projects being developed for 
submission to the Office of Management 
and Budget (OMB) under the Paperwork 
Reduction Act of 1995. To request more 
information on the proposed project or 
to obtain copy of the data collection 
plans and draft instruments, call the 
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