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TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

21 CFR Section No. of Recordkeepers Annual Frequency per 
Recordkeeping 

Total Annual 
Records 

Hours per 
Record Total Hours 

807.93 2,000 10 20,000 0.5 10,000

Totals 10,000

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

FDA has based these estimates on 
conversations with industry and trade 
association representatives, and from 
internal review of the documents listed 
in tables 1 and 2 of this document.

The total burden for using voluntary 
FDA Form 3514 is estimated to be 
approximately 1,000 hours and has been 
included in this collection of 
information. Once this collection of 
information has been approved, the 
burden for FDA Form 3514 will be 
reported and approved in each of the 
following OMB information collections: 
(1) Investigational device exemption 
reports and records (OMB control 
number 0910–0078), (2) premarket 
approval of medical devices (OMB 
control number 0910–0231), and (3) 
medical devices, humanitarian devices 
(OMB control number 0910–0332).

Dated: December 9, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–30964 Filed 12–15–03; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer Institute; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Cancer 
Institute Special Emphasis Panel; Preparation 
of Radiolabeled Materials. 

Date: December 19, 2003. 

Time: 12 p.m. to 3 p.m. 
Agenda: To review and evaluate contract 

proposals. 
Place: National Institutes of Health, 6116 

Executive Boulevard, Rockville, MD 20852 
(Telephone Conference Call). 

Contact Person: C. Michael Kerwin, Ph.D., 
MPH Scientific Review Administrator, 
Special Review and Logistics Branch, 
Division of Extramural Activities, National 
Cancer Institute, National Institutes of 
Health, 6116 Executive Boulevard, Room 
8057, MSC 8329, Bethesda, MD 20892–8329, 
301–496–7421, kerwinm@mail.nih.gov.

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle.
(Catalogue of Federal Domestic Assistant 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395; Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers Support; 
93.398, Cancer Research Manpower; 93.399, 
Cancer Control, National Institutes of Health, 
HHS)

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30981 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer Institute; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 

would constitute a clearly unwarranted 
invasion of personal property.

Name of Committee: National Cancer 
Institute Initial Review Group, Subcommittee 
G—Education. 

Date: February 9–11, 2004. 
Time: 8 a.m to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Wyndham Washington, DC, 1400 M 

Street, NW., Washington, DC 20005. 
Contact Person: Ilda M. McKenna, 

Scientific Review Administrator, Research 
Training Review Branch, Division of 
Extramural Activities, National Cancer 
Institute, 6116 Executive Boulevard Room 
8111, Bethesda, MD 20892, 301–496–7481, 
mckennai@mail.nih.gov.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395, Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers Support; 
93.398, Cancer Research Manpower; 93.399, 
Cancer Control, National Institutes of Health, 
HHS)

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30982 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Environmental 
Health Sciences; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
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would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Institute of 
Environmental Health Sciences Special 
Emphasis Panel, Research Program Projects. 

Date: February 3–4, 2004. 
Time: 7 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Doubletree Guest Suites, 2515 

Meridian Parkway, Research Triangle Park, 
NC 27713. 

Contact Person:Sally Eckert-Tilotta, Ph.D., 
National Inst. of Environmental Health 
Sciences, Office of Program Operations, 
Scientific Review Branch, P.O. Box 12233, 
MD EC–30, Research Triangle Park, NC 
27709, 919/541–1446, 
eckertt1@niehs.nih.gov.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.115, Biometry and Risk 
Estimation—Health Risks from 
Environmental Exposures; 93.142, NIEHS 
Hazardous Waste Worker Health and Safety 
Training; 93.143, NIEHS Superfund 
Hazardous Substances—Basic Research and 
Education; 93.894, Resources and Manpower 
Development in the Environmental Health 
Sciences; 93.113, Biological Response to 
Environmental Health Hazards; 93.114, 
Applied Toxicological Research and Testing, 
National Institutes of Health, HHS)

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30973 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel, Biodefense Proteomics 
Research Programs: Identifying Targets for 

Therapeutic Interventions Using Proteomic 
Technology. 

Date: January 7–9, 2004. 
Time: 8 a.m. to 6 p.m. 
Agenda: To review and evaluate contract 

proposals. 
Place: Bethesda Marriott, 5151 Pooks Hill 

Road, Bethesda, MD 20814. 
Contact Person: Gerald L. McLaughlin, 

Ph.D., Scientific Review Administrator, 
Scientific Review Program, National Institute 
of Allergy and Infectious Diseases, DEA/NIH/
DHHS, 6700–B Rockledge Drive, MSC 7616, 
Room 2212, Bethesda, MD 20892–7616, (301) 
436–7465, gm145a@nih.gov.
(Catalogue of Federal Domestic Assistance 
program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS)

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30975 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel; Innate Immune Receptors 
and Adjuvant Discovery. 

Date: January 23, 2004. 
Time: 8 a.m. to 3 p.m. 
Agenda: To review and evaluate contract 

proposals. 
Place: Holiday Inn Chevy Chase, 5520 

Wisconsin Avenue, Chevy Chase, MD 20815. 
Contact Person: Paul A. Amstad, Ph.D., 

Scientific Review Administrator, Scientific 
Review Program, Division of Extramural 
Activities, National Institutes of Health/
NIAID, 6700B Rockledge Drive, MSC 7616, 
Bethesda, MD 20892–7616, (301) 402–7098, 
pamstad@niaid.nih.gov.

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS)

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30983 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Amended 
Notice of Meeting 

Notice is hereby given of a change in 
the meeting of the Center for Scientific 
Review Special Emphasis Panel, 
December 19, 2003, 1 p.m. to December 
19, 2003, 3 p.m., National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, 
MD, 20892 which was published in the 
Federal Register on November 26, 2003, 
68 FR 66471–66472. 

The meeting will be held December 
18, 2003. The time and location remain 
the same. The meeting is closed to the 
public.

Dated: December 10, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–30974 Filed 12–15–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. appendix 2), notice 
is hereby given of the following 
meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Geriatrics. 
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