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Agenda: To review and evaluate grant
applications.

Place: Monarch Hotel, 2400 M Street, NW,
Washington, DG 20037.

Contact Person: Eugene Vigil, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5144,
MSC 7840, Bethesda, MD 20892, (301) 435—
1025.

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.

Name of Committee: Surgery, Radiology
and Bioengineering Integrated Review Group,
Surgery and Bioengineering Study Section.

Date: October 2-3, 2000.

Time: 8 am. to 4 p.m.

Agenda: To review and evaluate grant
applications.

Place: Double Tree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Contact Person: Teresa Nesbitt, DVM, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5118,
MSC 7854, Bethesda, MD 20892, (301) 435—
1172, nesbitt@csr.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.

Name of Committee: Musculoskeletal and
Dental Sciences Integrated Review Group,
Oral Biology and Medicine Subcommittee 1.

Date: October 3—4, 2000.

Time: 8 a.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: Holiday Inn Old Town Alexandria,
480 King Street, Alexandria, VA 22314.

Contact Person: Priscilla B. Chen, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 4104,
MSC 7814, Bethesda, MD 20892, (301) 435—
1787.

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.

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

Date: October 3, 2000.

Time: 1 p.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: NIH, Rockledge 2, Bethesda, MD
20892 (Telephone Conference Call).

Contact Person: Eugene M. Zimmerman,
PHD, Scientific Review Administrator,
Center for Scientific Review, National
Institutes of Health, 6701 Rockledge Drive,
Room 4202, MSC 7812, Bethesda, MD 20892,
301-435-1220, zimmerng@csr.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.

Name of Committee: Oncological Sciences
Integrated Review Group, Pathology B Study
Section.

Date: October 4—6, 2000.

Time: 8 a.m. to 6 p.m.

Agenda: To review and evaluate grant
applications.

Place: Georgetown Holiday Inn,
Kaleidoscope Room, 2101 Wisconsin Ave.
NW., Washington, DC 20007.

Contact Person: Martin L. Padarathsingh,
PHD, Scientific Review Administrator,
Center for Scientific Review, National
Institutes of Health, 6701 Rockledge Drive,
Room 4146, MSC 7804, Bethesda, MD 20892,
(301) 435-1717.

Name of Committee: Infectious Diseases
and Microbiology Integrated Review Group,
Bacteriology and Mycology Subcommittee 2.

Date: October 5-6, 2000.

Time: 8:30 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

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

Contact Person: Lawrence N. Yager, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 4200,
MSC 7808, Bethesda, MD 20892, 301—435—
0903, yagerl@csr.nih.gov.

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

Date: October 5, 2000.

Time: 3 p.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: NIH, Rockledge 2, Bethesda, MD
20892 (Telephone Conference Call).

Contact Person: Paul K. Strudler, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 4100,
MSC 7804, Bethesda, MD 20892, (301) 435—
1716.

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

Date: October 6, 2000.

Time: 8 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Bethesda Holiday Inn, 8120
Wisconsin Avenue, Bethesda, MD 20814.

Contact Person: Bill Bunnag, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5124,
MSC 7854, Bethesda, MD 20892-7854, (301)
435-1177, bunnagb@csr.nih.gov.

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

Date: October 6, 2000.

Time: 10 a.m. to 12 p.m.

Agenda: To review and evaluate grant
applications.

Place: NIH, Rockledge 2, Bethesda, MD
20892 (Telephone Conference Call).

Contact Person: Michael Knecht, PHD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 6176,
MSC 7892, Bethesda, MD 20892, (301) 435—
1046.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine,
93.306; 93.333, Clinical Research, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: September 14, 2000.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 00-24226 Filed 9-20-00; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Prospective Grant of an Exclusive
License: Treatment of Gaucher
Disease

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

SUMMARY: This is notice in accordance
with 35 U.S.C. 209(c)(1) and 37 CFR
404.7(a)(1)(i) that the National Institutes
of Health (NIH), Department of Health
and Human Services, is contemplating
the grant of a worldwide exclusive
license to practice the inventions
embodied in the patents and patent
applications referred to below to
BioPrime, Inc. of New York, New York.
The patents and patent applications to
be licensed are: U.S. Patent 5,705,153
issued January 6, 1998, “Glycolipid
enzyme-polymer conjugates”’; U.S.
Patent 5,620,884 issued April 17, 1997,
“Glycolipid enzyme-polymer
conjugates”; U.S. Patent 5,879,680
issued March 9, 1999, “Cloned DNA for
Synthesizing Unique
Glucocerebrosidase’’; U.S. Patent
6,074,864 issued June 13, 2000, “Cloned
DNA for Synthesizing Unique
Glucocerebrosidase’’; and U.S. Patent
Application 09/173,207 filed October
15, 1998, “DNA Sequencing
Surrounding the Glucocerebrosidase
Gene”. Related cases include all
continuation applications, divisional
applications, continuation-in-part
applications, and foreign counterpart
applications related to the above.
DATES: Only written comments and/or
applications for a license which are
received by the NIH Office of
Technology Transfer on or before
December 20, 2000 will be considered.
ADDRESSES: Requests for a copy of these
patents or patent applications, inquiries,
comments, and other materials relating
to the contemplated license should be
directed to: Stephen L. Finley, Ph.D.,
Technology Licensing Specialist, Office
of Technology Transfer, National
Institutes of Health, 6011 Executive
Boulevard, Suite 325, Rockville,
Maryland 20852; Telephone: (301) 496—
7056, ext. 215; Facsimile: (301) 402—
0220; E-mail: finleys@od.nih.gov. A
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signed Confidential Disclosure
Agreement will be required to receive a
copy of any pending patent
applications.

SUPPLEMENTARY INFORMATION: Gaucher
Disease is a rare inborn error of
metabolism which affects between
10,000 and 20,000 people worldwide,
40% in the United States. Gaucher
Disease is the most common lipid
storage disease. The symptoms
associated with Gaucher Disease result
from the accumulation of a lipid called
glucocerebroside. This lipid is a
byproduct of the normal recycling of red
blood cells. When the gene with the
instructions for producing an enzyme to
break down this byproduct is defective,
the lipid accumulates. The lipid is
found in many places in the body, but
most commonly in the macrophages in
the bone marrow. There it interferes
with normal bone marrow functions,
such as production of platelets (leading
to bleeding and bruising) and red blood
cells (leading to anemia) and potentially
death. The presence of glucocerebroside
seems to also trigger the loss of minerals
in the bones, causing the bones to
weaken, and can interfere with the
bone’s blood supply.

The field of use is directed to the
development of therapies for remedying
enzyme deficiencies in the treatment of
Gaucher Disease.

The prospective exclusive license will
be royalty-bearing and will comply with
the terms and conditions of 35 U.S.C.
209 and 37 CFR 404.7. The prospective
exclusive license may be granted unless,
within ninety (90) days from the date of
this published notice, NIH receives
written evidence and argument that
establishes that the grant of the license
would not be consistent with the
requirements of 35 U.S.C. 209 and 37
CFR 404.7.

Applications for a license filed in
response to this notice will be treated as
objections to the grant of the
contemplated license. Comments and
objections submitted in response to this
notice will not be made available for
public inspection, and, to the extent
permitted by law, will not be released
under the Freedom of Information Act,
5 U.S.C. 552.

Dated: September 11, 2000.

Jack Spiegel,

Director, Division of Technology Development
and Transfer, Office of Technology Transfer.
[FR Doc. 00-24241 Filed 9—20-00; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Public Health Service

National Institute of Environmental
Health Sciences (NIEHS), National
Institutes of Health (NIH), National
Toxicology Program (NTP); Notice of
an International Workshop on In Vitro
Methods for Assessing Acute
Systemic Toxicity, co-sponsored by
NIEHS, NTP and the U.S.
Environmental Protection Agency
(EPA): Workshop Agenda and
Registration Information

SUMMARY: Pursuant to Public Law 103—
43, notice is hereby given of a public
meeting sponsored by NIEHS, the NTP,
and the EPA, and coordinated by the
Interagency Coordinating Committee on
the Validation of Alternative Methods
(ICCVAM) and the NTP Interagency
Center for the Evaluation of Alternative
Toxicological Methods (NICEATM). The
agenda topic is a scientific workshop to
assess the current status of in vitro test
methods for evaluating the acute
systemic toxicity potential of chemicals
and to develop recommendations for
future research, development, and
validation studies. The workshop will
take place on October 17-20, 2000, at
the Hyatt Regency Crystal City Hotel,
2799 Jefferson Davis Highway,
Arlington, VA, 22202. The meeting will
be open to the public.

In a previous Federal Register notice
(Vol. 65, No. 115, pp. 37400-37403),
ICCVAM requested information and
data that should be considered at the
Workshop and nominations of expert
scientists to participate in the
Workshop. A preliminary list of relevant
studies to be considered for the
Workshop was also provided. As a
result of this request, an ICCVAM
interagency Workshop Organizing
Committee has selected an international
group of scientific experts to participate
in this Workshop. NICEATM, in
collaboration with ICCVAM, has
developed a background summary of
data and performance characteristics for
available in vitro methods. This
summary will be made available to
invited expert scientists and the public
before the Workshop. Requests for the
summary can be made to the address
given below. This notice provides an
agenda, registration information, and
updated details about the Workshop.

Workshop Background and Scope

A. Background

Acute toxicity testing is conducted to
determine the hazards of various
chemicals and products. This

information is used to properly classify
and label materials as to their lethality
in accordance with an internationally
harmonized system (OECD, 1998). Non-
lethal endpoints may also be evaluated
to identify potential target organ
toxicity, toxicokinetic parameters, and
dose-response relationships. While
animals are currently used to evaluate
acute toxicity, recent studies suggest
that in vitro methods may also be
helpful in predicting acute toxicity.

Studies by Spielmann et al. (1999)
suggest that in vitro cytotoxicity
methods may be useful in predicting a
starting dose for in vivo studies, and
thus may potentially reduce the number
of animals necessary for such
determinations. Other studies (e.g.,
Ekwall et al., 2000) have indicated an
association between chemical
concentrations leading to in vitro
cytotoxicity and human lethal blood
concentrations. A program to assess
toxicokinetics and target organ toxicity
utilizing in vitro methods has been
proposed that may provide enhanced
predictions of toxicity and potentially
reduce or replace animal use for some
tests (Ekwall et al., 1999). However,
many of the necessary in vitro methods
for this program have not yet been
developed. Other methods have not
been evaluated in validation studies to
determine their usefulness and
limitations for generating information to
meet regulatory requirements for acute
toxicity testing. Development and
validation of in vitro methods which can
establish accurate dose-response
relationships will be necessary before
such methods can be considered for the
reduction or replacement of animal use
for acute toxicity determinations.

This workshop will examine the
status of available in vitro methods for
assessing acute toxicity. This includes
screening methods for acute toxicity,
such as methods that may be used to
predict the starting dose for in vivo
animal studies, and methods for
generating information on
toxicokinetics, target organ toxicity, and
mechanisms of toxicity. The workshop
will develop recommendations for
validation efforts necessary to
characterize the usefulness and
limitations of these methods.
Recommendations will also be
developed for future mechanism-based
research and development efforts that
might further improve in vitro
assessments of acute systemic lethal and
non-lethal toxicity.

B. Objectives of the Workshop

Four major topics will be addressed:
 In Vitro Screening Methods for
Assessing Acute Toxicity;
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