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Dated: December 17, 1996.
Paula N. Hayes,
Acting Committee Management Officer, NIH.
[FR Doc. 96—-32578 Filed 12—23-96; 8:45 am]
BILLING CODE 4140-01-M

National Heart, Lung, and Blood
Institute (NHLBI); Request for
Capability Statements From Parties
Interested in Collaborating With the
NHLBI on the Provision and/or Design
of State-of-the-Art Disposable
Plasticware Systems for the Collection,
Processing, Cryopreservation,
Storage, Thawing and Infusion of
Umbilical Cord Blood Stem and
Progenitor Cells for Transplantation

AGENCY: National Institutes of Health,
PHS, NIH.
ACTION: Notice.

SUMMARY: The National Heart, Lung, and
Blood Institute (NHLBI) is seeking
Capability Statements from parties
interested in collaborating on a specific
aspect of a large, multicenter clinical
study. Statements should be focused on
the ability to provide state of the art
disposable plasticware systems or to
design, develop and manufacture a
system for the collection, processing,
cryopreservation, storage, thawing and
infusion of umbilical cord blood stem
and progenitor cells for transplantation.
The responding party submit
Capability Statements demonstrating
previous experience in developing
blood collection and processing systems
similar to those used for obtaining blood
and its components for transfusion. The
final system must be a sterile, closed
system of disposable plasticware with or
without sterile docking capability and
containing appropriate processing and
cryoprotectant solutions. The system
must be produced using good
manufacturing practices. It is expected
that the responding party will submit
the necessary filings with the United
States Food and Drug Administration to
gain regulatory approval for the system
and that there will be coordination with
the NHLBI in gaining regulatory
approval for all aspects of this study.
This system is to be used in an
NHLBI-sponsored multicenter clinical
study to determine if stem and
progenitor cells from umbilical cord
blood units are a clinically acceptable
alternative to those from bone marrow
or peripheral blood for unrelated-donor
allogeneic transplantation. Cord blood
banks will be established as part of the
study consisting of a total of
approximately 15,000 cryopreserved
cord bloods units. Collections of cord
blood units are planned to begin in the

Spring of 1997. This is not a Request for
Proposals (RFP), and responses should
not include budgetary information.
Firms responding to this advertisement
should provide pertinent information to
the requirements mentioned above
within thirty (30) days of this
publication. The nature and extent of
this collaboration and the contractual
mechanism under which it will be
implemented will be determined based
on review of the Capability Statements
received.

Capability Statements should be
submitted to Dr. Harold T. Safferstein,
Technology Development Coordinator,
National Heart, Lung, and Blood
Institute, Technology Transfer and
Commercialization Team, 31 Center
Drive, MSC 2490, Bldg. 31/Room 1B32,
Bethesda, Maryland 20892-2490,
Phone: (301) 402-5579, Fax: (301) 594—
3080. E-mail your Capability Statements
to: <hslla@nihgov>. Capability
Statements must be received by the
NHLBI on or before January 24, 1997.

Dated: December 16, 1996.
Sheila E. Merritt,
Executive Officer, NHLBI.
[FR Doc. 96-32584 Filed 12—-23-96; 8:45 am]
BILLING CODE 4140-01-M

Prospective Grant of Exclusive
License: Intra-Urethral Prosthetic
Sphincter Valve and Intra-Urethral
Valve with Integral Spring

AGENCY: Natinal Institutes of Health,
Public Health Service, DHHS.

ACTION: Notice.

SUMMARY: This is notice in accordance
with 15 U.S.C. 209(c)(1) and 37 CFR
404.7(a)(1)(1) that the National Institutes
of Health (NIH), Department of Health
and Human Services, in contemplating
the grant of an exclusive license in the
United States to practice the invention
embodied in U.S. Patent Number
4,553,533 entitled “Intra-Urethral
Prosthetic Sphincter Valve” and U.S.
Patent Number 5,088,980 to AbbeyMoor
Medical, Inc., having a place of business
in Minneapolis, Minnesota. The patent
rights in this application have been
assigned to the Untied States of
America.

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 60 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.

The present inventions generally
relate to the urologic medical device
field of urinary dysfunction. More
specifically, these inventions relate to a
non-surgically inserted prosthetic valve
that will allow patients with urinary
dysfunction to void in a substantially
normal manner. The valve is fitted with
a non-linear spring that avoids false
openings at unintended times and does
not require undue exertion during
urination.

ADDRESSES: Requests for a copy of these
patents, inquiries, comments, and other
materials relating to the contemplated
license should be directed to: John
Fahner-Vihtelic, Office of Technology
Transfer, National Institutes of Health,
6011 Executive Boulevard, Suite 325,
Rockville, Maryland 20852-3804;
Telephone: 301/496-7735 extension
285; Fax: 301/402-0220. Properly filed
competing applications for a license
filed in response to this notice will be
treated as objections to the
contemplated license. Only written
comments and/or applications for a
license which are received by the NIH
Office of Technology Transfer on or
before February 24, 1997 will be
considered. 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: December 11, 1996.
Barbara M. McGarey,

Deputy Director, Office of Technology
Transfer.

[FR Doc. 96-32579 Filed 12—-23-96; 8:45 am]
BILLING CODE 4140-01-M

Prospective Grant of Exclusive
License: Gossypol Acetica Acid for the
Treatment of Cancer

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

ACTION: Notice.

SUMMARY: This notice in accordance
with 35 U.S.C. 209(c)(1) and 37 CFR
404.7(a)(2)(1) that the National Institutes
of Health and Human Services, is
contemplating the grant of an exclusive
world-wide license to practice the
inventions embodied in U.S. Patent No.
5,385,936 and U.S. Patent Application
No. 08/379,872 to IVAX Corporation of
Miami, Florida. U.S. Patent No.
5,385,936 is directed towards a method
of treating cancers using Gossypol
Acetic Acid (GAA). U.S. Patent
Application No. 08/379,872 is directed
towards the use of Gossypol for the
treatment of cancer. The patent rights in
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