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Dated: January 24, 2012.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-2196 Filed 1-31-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Eunice Kennedy Shriver National
Institute of Child Health & Human
Development; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting 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 concept review and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the concept
review, the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National
Institute of Child Health and Human
Development Special Emphasis Panel;
Safety and efficacy of interventions to
prevent iron deficiency in regions with
malaria: An individual patient based
meta-analysis.

Date: February 15, 2012.

Time: 2 p.m. to 4 p.m.

Agenda: To evaluate concept review.

Place: National Institutes of Health,
6100 Executive Boulevard, Rockville,
MD 20852 (Telephone Conference Call).

Contact Person: Sathasiva B.
Kandasamy, Ph.D., Scientific Review
Officer, Division of Scientific Review,
Eunice Kennedy Shriver National
Institute of Child Health and Human
Development, NIH 6100 Executive
Blvd., Room 5B01 Bethesda, MD 20892,
(301) 435-6680, skandasa@mail.nih.gov

(Catalogue of Federal Domestic Assistance
Program Nos. 93.864, Population Research;
93.865, Research for Mothers and Children;
93.929, Center for Medical Rehabilitation
Research; 93.209, Contraception and
Infertility Loan Repayment Program, National
Institutes of Health, HHS)

Dated: January 24, 2012.

Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012—2208 Filed 1-31-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Deafness and
Other Communication Disorders;
Notice of Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), 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: National
Institute on Deafness and Other
Communication Disorders Special
Emphasis Panel; Affordable Hearing.

Date: February 14, 2012.

Time:11:30 a.m. to 1 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
6120 Executive Blvd., Rockville, MD
20852 (Telephone Conference Call).

Contact Person: Sheo Singh, Ph.D.,
Scientific, Review Officer Scientific,
Review Branch Division of Extramural
Activities, Executive Plaza South, Room
400C, 6120 Executive Blvd., Bethesda,
MD 20892, (301) 496-8683,
singhs@nidcd.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: National
Institute on Deafness and Other
Communication Disorders; Special
Emphasis Panel; CDRC Member
Conflicts.

Date: February 24, 2012.

Time: 1 p.m. to 2:30 p.m.

Agenda: To review and evaluate grant
applications.

Place: Residence Inn San Diego
Downtown Gaslamp Quarter, 356 6th
Avenue, San Diego, CA 92101
(Telephone Conference Call).

Contact Person: Kausik Ray, Ph.D.,
Scientific Review Officer, National
Institute on Deafness and Other
Communication Disorders National
Institutes of Health, Rockville, MD
20850, (301) 402—-3587,
rayk@nidcd.nih.gov

Information is also available on the
Institute’s/Center’s home page: http://

www.nidcd.nih.gov/about/groups/sep/,
where an agenda and any additional
information for the meeting will be
posted when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.173, Biological Research

Related to Deafness and Communicative
Disorders, National Institutes of Health, HHS)

Dated: January 24, 2012.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-2210 Filed 1-31-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Prospective Grant of Exclusive
License: The Development of Human
Anti-Mesothelin Monoclonal
Antibodies for the Treatment of Human
Cancers

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

SUMMARY: This is notice, in accordance
with 35 U.S.C. 209(c)(1) and 37 CFR
part 404.7(a)(1)(i), that the National
Institutes of Health, Department of
Health and Human Services, is
contemplating the grant of an exclusive
evaluation option license to practice the
inventions embodied in U.S. Patent
Application 61/040,005 entitled
“Human Monoclonal Antibodies
Specific for Mesothelin” [HHS Ref. E—~
079-2008/0-US-01], PCT Application
PCT/US2009/038228 entitled “Human
Monoclonal Antibody Against
Mesothelin” [HHS Ref. E-079-2008/0—
PCT-02], Australian patent application
AU 2009228361 entitled "Human
Monoclonal Antibody Against
Mesothelin” [HHS Ref. E-079-2008/0—
AU-03], Canadian patent application
CA 2718321 entitled “Human Anti-
Mesothelin Monoclonal Antibodies”
[HHS Ref. E-079-2008/0—CA-04],
European patent application EP
09726082.2 entitled “Human
Monoclonal Antibody Against
Mesothelin” [HHS Ref. E-079-2008/0—
EP-05], U.S. patent application 12/
934,060 entitled “Human Anti-
Mesothelin Monoclonal Antibodies ”
[HHS Ref. E-079-2008/0-US-06], and
all related continuing and foreign
patents/patent applications for the
technology family, to Sanomab, Ltd. The
patent rights in these inventions have
been assigned to and/or exclusively
licensed to the Government of the
United States of America.
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The prospective exclusive evaluation
option license territory may be
worldwide, and the field of use may be
limited to:

The use of the monoclonal antibody m912
(SM-101) as an antibody therapy for the
treatment of pancreatic cancer, ovarian
cancer, lung cancer, mesothelioma, and
stomach/gastric cancer. The Licensed Field
of Use explicitly excludes the use of the
antibody in the form of an immunoconjugate,
including, but not limited to, immunotoxins.

Upon the expiration or termination of
the exclusive evaluation option license,
Sanomab, Ltd. will have the exclusive
right to execute an exclusive
commercialization license which will
supersede and replace the exclusive
evaluation option license with no
greater field of use and territory than
granted in the exclusive evaluation
option license.

DATES: Only written comments and/or
applications for a license which are
received by the NIH Office of
Technology Transfer on or before
February 16, 2012 will be considered.
ADDRESSES: Requests for copies of the
patent application, inquiries, comments,
and other materials relating to the
contemplated exclusive evaluation
option license should be directed to:
David A. Lambertson, Ph.D., Senior
Licensing and Patenting Manager, Office
of Technology Transfer, National
Institutes of Health, 6011 Executive
Boulevard, Suite 325, Rockville, MD
20852-3804; Telephone: (301) 435—
4632; Facsimile: (301) 402—0220; Email:
lambertsond@od.nih.gov.
SUPPLEMENTARY INFORMATION: This
invention concerns a monoclonal
antibody and methods of using the
antibody for the treatment of
mesothelin-expressing cancers,
including mesothelioma, lung cancer,
stomach/gastric cancer, ovarian cancer
and pancreatic cancer. The specific
antibody covered by this technology is
designated m912 (SM—101), which is a
fully human monoclonal antibody
against mesothelin.

Mesothelin is a cell surface antigen
that is preferentially expressed on
certain types of cancer cells. The m912
antibody can selectively bind to these
cancer cells and induce cell death while
leaving healthy, essential cells
unharmed. This can result in an
effective therapeutic strategy with fewer
side effects due to less non-specific
killing of cells.

The prospective exclusive evaluation
option license is being considered under
the small business initiative launched
on 1 October 2011, and will comply
with the terms and conditions of 35
U.S.C. 209 and 37 CFR Part 404.7. The

prospective exclusive evaluation option
license, and a subsequent exclusive
commercialization license, may be
granted unless the 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 Part 404.7
within fifteen (15) days from the date of
this published notice. A previous notice
for this license was published on 12
October 2011.

Complete applications for a license in
the field of use filed in response to this
notice will be treated as objections to
the grant of the contemplated exclusive
evaluation option license. Comments
and objections submitted 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: January 24, 2012.
Richard U. Rodriguez,

Director, Division of Technology Development
& Transfer, Office of Technology Transfer,
National Institutes of Health.

[FR Doc. 2012—-2213 Filed 1-31-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Current List of Laboratories and
Instrumented Initial Testing Facilities
Which Meet Minimum Standards To
Engage in Urine Drug Testing for
Federal Agencies

AGENCY: Substance Abuse and Mental
Health Services Administration, HHS.

ACTION: Notice.

SUMMARY: The Department of Health and
Human Services (HHS) notifies Federal
agencies of the Laboratories and
Instrumented Initial Testing Facilities
(IITF) currently certified to meet the
standards of the Mandatory Guidelines
for Federal Workplace Drug Testing
Programs (Mandatory Guidelines). The
Mandatory Guidelines were first
published in the Federal Register on
April 11, 1988 (53 FR 11970), and
subsequently revised in the Federal
Register on June 9, 1994 (59 FR 29908);
September 30, 1997 (62 FR 51118);
April 13, 2004 (69 FR 19644); November
25, 2008 (73 FR 71858); December 10,
2008 (73 FR 75122); and on April 30,
2010 (75 FR 22809).

A notice listing all currently certified
Laboratories and Instrumented Initial
Testing Facilities (IITF) is published in

the Federal Register during the first
week of each month. If any Laboratory/
IITF’s certification is suspended or
revoked, the Laboratory/IITF will be
omitted from subsequent lists until such
time as it is restored to full certification
under the Mandatory Guidelines.

If any Laboratory/IITF has withdrawn
from the HHS National Laboratory
Certification Program (NLCP) during the
past month, it will be listed at the end
and will be omitted from the monthly
listing thereafter.

This notice is also available on the
Internet at http://
www.workplace.samhsa.gov and http://
www.drugfreeworkplace.gov.

FOR FURTHER INFORMATION CONTACT: Mrs.
Giselle Hersh, Division of Workplace
Programs, SAMHSA/CSAP, Room 2—
1042, One Choke Cherry Road,
Rockville, Maryland 20857; (240) 276—
2600 (voice), 240-276—-2610 (fax).

SUPPLEMENTARY INFORMATION: The
Mandatory Guidelines were initially
developed in accordance with Executive
Order 12564 and section 503 of Public
Law 100-71. The “Mandatory
Guidelines for Federal Workplace Drug
Testing Programs”, as amended in the
revisions listed above, requires {or set}
strict standards that Laboratories and
Instrumented Initial Testing Facilities
(II'TF) must meet in order to conduct
drug and specimen validity tests on
urine specimens for Federal agencies.

To become certified, an applicant
Laboratory/IITF must undergo three
rounds of performance testing plus an
on-site inspection. To maintain that
certification, a Laboratory/IITF must
participate in a quarterly performance
testing program plus undergo periodic,
on-site inspections.

Laboratories and Instrumented Initial
Testing Facilities (IITF) in the applicant
stage of certification are not to be
considered as meeting the minimum
requirements described in the HHS
Mandatory Guidelines. A Laboratory/
IITF must have its letter of certification
from HHS/SAMHSA (formerly: HHS/
NIDA) which attests that it has met
minimum standards.

In accordance with the Mandatory
Guidelines dated November 25, 2008
(73 FR 71858), the following
Laboratories and Instrumented Initial
Testing Facilities (IITF) meet the
minimum standards to conduct drug
and specimen validity tests on urine
specimens:

Instrumented Initial Testing Facilities
(IITF)

None.
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