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There are no capital costs to report.
There are no operating or maintenance
costs to report.

Request for Comments

Written comments and/or suggestions
from the public and affected agencies
are invited on one or more of the
following points: (1) Whether the
proposed collection of information is
necessary for the proper performance of
the function of the agency, including
whether the information will have
practical utility; (2) The accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (3)
Ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) Ways to minimize the
burden of the collection of information
on those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.
FOR FURTHER INFORMATION: To request
additional information on the proposed
collection of information contact Ronald
F. Stewart, National Library of
Medicine, Building 38, Room 2N07,
8600 Rockville Pike, Bethesda, MD
20894, or call non-toll free number (301)
496-6491. You may also e-mail your
request to: ron__stewart@nlm.nih.gov.

Comments Due Date

Comments regarding this information
collection are best assured of having
their full effect if received on of before
November 22, 1999.

Dated: September 13, 1999.

Donald C. Poppke,

Associate Director for Administrative
Management, National Library of Medicine.
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SUMMARY: The National Institute of
Allergy and Infectious Diseases (NIAID)
of the National Institutes of Health
(NIH) is seeking capability statements

from parties interested in entering into
a Cooperative Research and
Development Agreement (CRADA) on a
project to develop live attenuated
dengue viruses for use as vaccines to
prevent dengue hemorrhagic fever and
dengue shock syndrome in humans.
This project is part of ongoing vaccine
development activities in the Laboratory
of Infectious Diseases (LID), Division of
Intramural Research, NIAID.

DATES: Only written CRADA capability
statements received by the NIAID on or
before November 2, 1999 will be
considered.

ADDRESSES: Capability statements
should be submitted to Dr. Michael R.
Mowatt, Office of Technology
Development, National Institute of
Allergy and Infectious Diseases,
National Institutes of Health, 31 Center
Drive MSC 2137, Building 31, Room
3B62, Bethesda, MD 20892-2137; Tel:
301/496-2644, Fax: 301/402-7123;
Electronic mail: mmowatt@nih.gov.

SUPPLEMENTARY INFORMATION: The
CRADA will employ attenuated dengue
virus strains (types 1 through 4)
developed in LID using recombinant
DNA methodologies to (1) identify and
characterize the mutations responsible
for attenuation, (2) engineer viral strains
suitably attenuated for use as human
vaccines, and (3) evaluate the attenuated
viruses as live vaccines in animals and
humans. The Public Health Service
(PHS) has filed patent applications both
in the U.S. and internationally related to
these technologies.

The LID has extensive experience in
evaluating the safety, antigenicity,
immunogenicity and efficacy of various
human viral pathogens and vaccines
thereof both in experimental animals
and human volunteers. The Collaborator
in this endeavor is expected to commit
several scientists off-site to support the
activities defined by the CRADA
Research Plan. These scientists, in
collaboration with investigators in the
LID, would coordinate the production
and release testing of the candidate
vaccines, generate monoclonal
antibodies needed for manufacture of
clinical lots and for their clinical
evaluation, and use molecular virologic
techniques to generate attenuating
mutations suitable for use in live
vaccine candidates. In addition, it is
expected that the Collaborator will
provide funds to supplement LID’s
research budget for the project and
would make a major funding
commitment to support the safety,
immunogenicity and efficacy studies for
candidate vaccines developed under the
CRADA.

The capability statement must
address, with specificity, each of the
following selection criteria: (1) The
technical expertise of the Collaborator’s
Principal Investigator and laboratory
group in molecular virology, (2) Ability
of Collaborator to manufacture
experimental vaccine lots for parenteral
administration under Good
Manufacturing Practices (GMP)
conditions, and (3) Ability to provide
adequate and sustained funding to
support the requisite vaccine safety and
efficacy studies.

Dated: September 13, 1999.
Mark L. Rohrbaugh,

Director, Office of Technology Development,
NIAID.
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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
Fogarty International Center Advisory
Board.

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: Fogarty International
Center Advisory Board, Research Awards
Subcommittee Meeting.

Date: September 27, 1999.

Time: 3:00 PM. to 5:00 PM.

Agenda: To review and evaluate grant
applications.

Place: Lawton Chiles International House,
16 Center Drive, (Building 16), Bethesda, MD
20892.

Contact Person: Irene W. Edwards,
Information Officer, Fogarty International
Center, National Institutes of Health,
Building 31, Room B2C08, 31 Center Drive
MSC 2220, Bethesda, MD 20892, 301-496—
2075.

This notice is being published less than 15
days prior to the meeting due to the timing
limitation imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.106, Minority International
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