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found in brackets in the heading of this
document. The guidance and received
comments are available for public
examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

II1. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www.fda.gov/cder/guidance/index.htm
or http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: December 3, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-30492 Filed 12—10-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Government-Owned Inventions;
Availability for Licensing

AGENCY: National Institutes of Health,
Public Health Service, DHHS.
ACTION: Notice.

SUMMARY: The inventions listed below
are owned by agencies of the U.S.
Government and are available for
licensing in the U.S. in accordance with
35 U.S.C. 207 to achieve expeditious
commercialization of results of
federally-funded research and
development. Foreign patent
applications are filed on selected
inventions to extend market coverage
for companies and may also be available
for licensing.

ADDRESSES: Licensing information and
copies of the U.S. patent applications
listed below may be obtained by writing
to the indicated licensing contact at the
Office of Technology Transfer, National
Institutes of Health, 6011 Executive
Boulevard, Suite 325, Rockville,
Maryland 20852-3804; telephone: 301/
496-7057; fax: 301/402—-0220. A signed
Confidential Disclosure Agreement will
be required to receive copies of the
patent applications.

Imaging of Extracellular Proteases in
Cells Using Mutant Anthrax Toxin
Protective Antigens

Bugge et al. (NIDCR)

DHHS Reference No. E-295-01/0 filed
05 Sep 2001

Licensing Contact: Richard Rodriguez;
301/496-7056 ext. 287; e-mail:
rodrigur@od.nih.gov.
The claimed invention provides

highly specific and sensitive methods

for in vivo, in vitro, or ex vivo imaging

of specific extracellular protease activity
using an anthrax binary toxin system.
The system targets cells that express
extracellular proteases of interest. Such
a system would be highly useful since
various studies have demonstrated a
positive correlation between the activity
of extracellular proteases and various
diseases and undesirable physiological
conditions. For example, breakdown of
the extracellular matrix by extracellular
proteases is a prerequisite for the
invasive growth of malignant cells,
metastatic spread of tumors, and other
pathological remodeling of tissue. In
this case, methods are provided for the
imaging of a specific extracellular
protease by contacting a cell with: (1) A
mutant anthrax toxin protective antigen
(mPrAg) that binds to a cell surface
receptor of a cell expressing an
extracellular protease and is cleaved by
a specific extracellular protease
expressed by the cell and (2) a ligand
that specifically binds to the cleaved
mPrAg and is linked to a moiety that is
detected by an imaging procedure,
thereby forming a ligand-mPrAg
complex that is translocated into the
cell. The detectable moiety linked to the
ligand in the ligand-mPrAg complex can
be imaged before, during, or after
translocation. Specific disease examples
might include, but are not necessarily
limited to, cancer, inflammation, and
tumor progression or regression.

Neural Crest-Melanocyte cDNA Based
Microarray Analysis for Human Skin
Pigmentation Research

William Pavan and Stacie K. Loftus

(NHGRI)

DHHS Reference No. E-014-02/0
Licensing Contact: Pradeep Ghosh; 301/

496-7736 ext. 211; e-mail:

ghoshp@od.nih.gov.

Microarrays have wide applications in
basic research and are used for the
discovery of candidate genes as markers
for disease and for therapeutic
intervention. This invention pertains to
the identification of a set of neural crest-
melanocyte (NC-M) genes through
microarray analysis and informatic
analysis. Utilizing the extensive
sequence information in the expressed
sequence tag database (dbEST), the
specific set of cDNA sequence was
identified for microarray analysis of
melanocyte function and diseases. This
integrated technique of sequencing with
bioinformatics led to the discovery of
novel genes. The cDNA sequences
selected in this invention are differently
expressed in neural crest melanocyte
derivates relative to non-neural derived
samples. Given that many of the neural-
crest melanocyte genes are expressed at
embryonic stages of neural crest-

melanocyte development, the gene set
identified in this invention should
provide a useful tool for the analysis of
patterns of transcriptional regulation of
NC-M development. Thus, this
technology will be useful for the
characterization of altered expression
patterns in diseases such as melanoma.
Further, this new microarray research
tool has been developed using the set of
genes that are likely to be involved in
the control of human skin pigmentation.
The microarray system utilizing these
genes is of significant importance in
identifying small molecules that may
modulate their activity leading to
alterations in human skin pigmentation.
Therefore, this invention is significantly
useful to the researchers to study
alterations in human skin pigment
amount and type.

Dated: November 29, 2001.
Jack Spiegel,
Director, Division of Technology Development

and Transfer, Office of Technology Transfer,
National Institutes of Health.

[FR Doc. 01-30515 Filed 12—10-01; 8:45 am]
BILLING CODE 4140-01-P

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 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 person privacy.

Name of Committee: National Cancer
Institute Initial Review Group. Subcommittee
A—Cancer Centers.

Date: December 7, 2001.

Time: 8 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Holiday Inn, 5520 Wisconsin Ave.,
Palladin West, Chevy Chase, MD 20815.

Contact Person: David E. Maslow, Ph.D.,
Scientific Review Administrator, Grants
Review Branch, Division of Extramural
Activities, National Cancer Institute, National
Institutes of Health, 6116 Executive
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Boulevard—Room 8117, Bethesda, MD
20892-7405, 301/496-2330.

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 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: November 30, 2001.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 01-30520 Filed 12—10-01; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Neurological
Disorders and Stroke; 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
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Neurological Disorders and Stroke Special
Emphasis Panel.

Date: December 11, 2001.

Time: 9 a.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: Hyatt Regency Bethesda, One
Bethesda Metro Center, Bethesda, MD 20814.

Contact Person: Katherine Woodbury,
Ph.D., Scientific Review Administrator,
Scientific Review Branch, NINDS/NIH/
DHHS, Neuroscience Center, 6001 Executive
Blvd, Suite 3208, MSC 9529, Bethesda, MD
20892-9529, 301-496-9223.

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 Assistance
Program Nos. 93.853, Clinical Research

Related to Neurological Disorders; 93.854,
Biological Basis Research in the
Neurosciences, National Institutes of Health,
HHS)

Dated: December 3, 2001.
LaVerne Y. Stringfield,
Director, Office of Federal Advisory
Committee Policy.
[FR Doc. 01-30516 Filed 12—10-01; 8:45 am)]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of General Medical
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
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
General Medical Sciences Initial Review
Group, Biomedical Research and Research
Training Review Subcommittee A.

Date: March 13, 2002.

Time: 8 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Holiday Inn Chevy Chase, 5520
Wisconsin Ave., Chevy Chase, MD 20815.

Contact Person: Carole H. Latker, Ph.D.,
Scientific Review Administrator, Office of
Scientific Review, National Institute of
General Medical Sciences, National Institutes
of Health, Natcher Building, Room 1AS-13,
Bethesda, MD 20892, (301) 594-2848,
latkerc@nigms.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.375, Minority Biomedical
Research Support; 93.821, Cell Biology and
Biophysics Research; 93.859, Pharmacology,
Physiology, and Biological Chemistry
Research; 93.862, Genetics and
Developmental Biology Research; 93.88,
Minority Access to Research Careers; 93.96,
Special Minority Initiatives, National
Institutes of Health, HHS)

Dated: November 30, 2001.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 01-30517 Filed 12—10-01; 8:45 am)]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institutes of General Medical
Sciences; Notice of 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 a meeting of the
National Advisory General Medical
Sciences Council.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the 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
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
General Medical Sciences Council.

Date: January 24-25, 2002.

Closed: January 24, 2002, 8:30 a.m. to 10:30
a.m.

Agenda: To review and evaluate grant
applications.

Place: Natcher Building, 45 Center Drive,
Conference Rooms E1/E2, Bethesda, MD
20892.

Open: January 24, 2002, 10:30 am to 5:00
pm.

Agenda: For the discussion of program
policies and issues, opening remarks, report
of the Director, NIGMS, new potential
opportunities and other business of Council.

Place: Natcher Building, 45 Center Drive,
Conference Rooms E1/E2, Bethesda, MD
20892.

Closed: January 25, 2002, 8:30 am to
adjournment.

Agenda: To review and evaluate grant
applications, Natcher Building, 45 Center
Drive, Conference Rooms E1/E2, Bethesda,
MD 20892.

Contact Person: Norka Ruiz Bravo, Ph.D.,
Associate Director for Extramural Activities,
Natcher Institute of General Medical
Sciences, National Institutes of Health,
Natcher Building, Room 2AN24G, Bethesda,
MD 20892, (301) 594—4499.

In the interest of security, NIH has
instituted stringent procedures for entrance
into the building by non-government
employees. Persons without a government
I.D. will need to show a photo LD. and sign-
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