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Total annual hour burden Union respondents ! Management respondents 2 Total costs
(for all respondents) P g P
1250 minutes (21 hours total annually) ... | $18.07/hour x 21 hour = $379.47 ........... $42.94/hour x 21 hours = $901.74 ......... $1281.21

1The average hourly wage was derived from BLS’ “Employer Costs for Employee Compensation 4th Quarter 2004,” from the hourly wage cal-

culation across all occupations nationwide.

2The average management wage rate is derived from BLS’ “General and operations managers” classification mean hourly wage estimates.

Request for Comments: In accordance
with the Paperwork Reduction Act,
comments on the FMCS RDT survey are
requested with regard to any of the
following:

(a) Whether the proposed collection of
information is necessary for the proper
performance of functions of the Agency,
including whether the information will
have practical utility;

(b) The accuracy of the Agency’s
estimate of the burden (including hours
and costs) of the proposed collection of
information;

(c) Ways to enhance the quality,
utility, and clarity of the information to
be collected; and,

(d) Ways to minimize the burden of
the collection of information on
respondents, including the use of
automated collection techniques or
other forms of information technology.

Comments submitted in response to
this notice will be summarized and
included in the request for OMB
approval of the proposed information
collection. All comments will become a
matter of public record.

Dated: April 29, 2005.

Scot Beckenbaugh,

Acting Director.

[FR Doc. 05-8915 Filed 5-4-05; 8:45 am]
BILLING CODE 6372-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Toxicology Program; Office of
Chemical Nomination and Selection;
Announcement of and Request for
Public Comment on Toxicological
Study Nominations to the National
Toxicology Program

AGENCY: National Institute of
Environmental Health Sciences,
National Institutes of Health.

ACTION: Notice; request for comments.

SUMMARY: The National Toxicology
Program (NTP) continuously solicits
and accepts nominations for
toxicological studies to be undertaken
by the program. Nominations of
substances of potential human health
concern are received from federal
agencies, the public and other interested
parties. These nominations are subject
to several levels of review before

selections for testing are made and
toxicological studies are designed and
implemented. This notice (1) provides
brief background information and study
recommendations regarding 15
nominations for NTP study (Table 1), (2)
solicits public comment on the
nominations and study
recommendations, and (3) requests the
submission of additional relevant
information for consideration by the
NTP in its continued evaluation of these
nominations. An electronic copy of this
announcement, Internet links to
electronic versions of supporting
documents for each nomination, and
further information on the NTP and

the NTP Study Nomination and

Review Process can be accessed
through the NTP Web site (http://
ntp.niehs.nih.gov/; select “Nominations
to the Testing Program”’).

DATES: Comments or information should
be submitted by June 6, 2005.
ADDRESSES: Send comments or
information to Dr. Scott A. Masten,
Office of Chemical Nomination and
Selection, NIEHS/NTP, 111 T.W.
Alexander Drive, P.O. Box 12233,
Research Triangle Park, North Carolina
27709; telephone: (919) 541-5710; FAX:
(919) 541-3647; e-mail:
masten@niehs.nih.gov. Supporting
documents for these nominations are
available at the NTP Web site (http://
ntp.niehs.nih.gov/ select “Nominations
to the Testing Program”’).

FOR FURTHER INFORMATION CONTACT: See
contact information for Dr. Masten
under ADDRESSES above.

SUPPLEMENTARY INFORMATION:

Background Information on NTP Study
Nominations and the NTP Office of
Chemical Nomination and Selection

The NTP actively seeks to identify
and select for study chemicals and other
agents for which sufficient information
is not available to adequately evaluate
potential human health hazards. The
NTP accomplishes this goal through a
formal open nomination and selection
process. Substances considered
appropriate for study generally fall into
two broad yet overlapping categories: (1)
Substances judged to have high concern
as possible public health hazards based
on the extent of human exposure and/
or suspicion of toxicity and (2)

substances for which toxicological data
gaps exist and additional studies would
aid in assessing potential human health
risks, e.g. by facilitating cross-species
extrapolation or evaluating dose-
response relationships. Nominations are
also solicited for studies that permit the
testing of hypotheses to enhance the
predictive ability of future NTP studies,
address mechanisms of toxicity, or fill
significant gaps in the knowledge of the
toxicity of classes of chemical,
biological, or physical substances.

Study nominations may entail the
evaluation of a variety of health-related
effects including, but not limited to,
reproductive and developmental
toxicity, genetic toxicity,
immunotoxicity, neurotoxicity,
metabolism and disposition, and
carcinogenicity in appropriate
experimental models. In reviewing and
selecting nominations for study, the
NTP also considers legislative mandates
that require responsible private sector
commercial organizations to evaluate
their products for health and
environmental effects. The possible
human health consequences of
anticipated or known human exposure,
however, remain the over-riding factor
in the NTP’s decision to study a
particular substance.

Nominations undergo a multi-step,
formal process of review. During the
entire nomination review and selection
process, the NTP works actively with
regulatory agencies, its advisors, and
interested parties to supplement
information about nominated
substances and ensure that regulatory
and public health needs are addressed.
The nomination review and selection
process is accomplished through the
participation of representatives from the
National Institute of Environmental
Health Sciences (NIEHS), other federal
agencies represented on the Interagency
Committee for Chemical Evaluation and
Coordination (ICCEC), the NTP Board of
Scientific Counselors—an external
scientific advisory body, the NTP
Executive Committee—the NTP federal
interagency policy body, and the public.
Study recommendations are initially
developed and refined by the
nominator, NTP staff, and the ICCEC.
Individual study recommendations for
the nominations listed in Table 1 may
be further refined as the formal review
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process continues. The nomination
review and selection process is
described in further detail on the NTP
Web site (http://ntp.niehs.nih.gov/;
select “Nominations to the Testing
Program”).

The NTP Office of Chemical
Nomination and Selection (OCNS)
manages the solicitation, receipt, and
review of NTP toxicology study
nominations. The OCNS conducts an
initial review of each study nomination
received to determine whether the
substance or issue has been adequately
studied or has been previously
considered by the NTP. For nominations
not eliminated from consideration or
deferred at this stage, the OCNS initiates
a formal review process, as described
above. The OCNS also ensures adequate
background information is available to
support the review for each nomination.
For further information on the OCNS
visit the NTP Web site (http://
ntp.niehs.nih.gov select “Nominations

to the Testing Program”) or contact Dr.
Masten (see ADDRESSES above).

Request for Comments and Additional
Information

The NTP invites interested parties to
submit written comments or
supplementary information on the
nominated substances and study
recommendations that appear in Table
1. The NTP welcomes toxicology and
carcinogenesis study information from
completed, ongoing, or anticipated
studies, as well as information on
current U.S. production levels, use or
consumption patterns, human exposure,
environmental occurrence, or public
health concerns for any of the
nominated substances. The NTP is
interested in identifying appropriate,
novel, animal and non-animal
experimental models for mechanistic-
based research, including genetically
modified rodents and higher-throughput
in vitro test methods, and as such,
solicits comments regarding the use of

specific in vivo and in vitro
experimental approaches to address
questions relevant to the nominated
substances and issues under
consideration. The NTP will not
respond to submitted comments;
however, all information received will
be become part of the official record that
the NTP considers in its ongoing review
of these nominations. Persons
submitting comments should include
their name, affiliation, mailing address,
phone, fax, e-mail address, and
sponsoring organization (if any) with
the submission. Written submissions
will be made publicly available
electronically on the NTP Web site as
they are received (http://
ntp.niehs.nih.gov/ select “Nominations
to the Testing Program”).

Dated: April 22, 2005.
Samuel H. Wilson,

Deputy Director, National Institute of
Environmental Health Sciences.

BILLING CODE 4140-01-P
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Table 1. Study Recommendations for Substances Nominated to the NTP for Toxicological

Studies
Substance Nominated by | Rationale for Nomination Study Recommendations*
[CAS No.]
Acetyl-L-carnitine National Consumer exposure through increasing | -Subchronic toxicity studies (individual
hydrochloride Cancer dietary supplement use; lack of and combination studies)
[5080-50-2] and Institute adequate toxicological data
a-Lipoic acid
[62-46-4]
Antimony trioxide National Significant human exposure in -Chronic toxicity and carcinogenicity
[1309-64-4] Institute of occupational settings and lack of studies
Environmental | adequate two-year exposure -Cardiotoxicity studies
Health carcinogenicity studies
Sciences
Antimony trisulfide National Significant human exposure in No additional studies at this time due to
[1345-04-6) Cancer occupational settings and suspicion of | presumed lower workplace exposures
Institute carcinogenicity relative to other antimony compounds
4- National High production volume and use; lack | Defer pending review of anticipated
Bromofluorobenzene | Institute of of adequate toxicological data; submissions on exposure and toxicity
[460-00-4] Environmental { suspicion of toxicity based on chemical | information to the U.S. Environmental
Health structure Protection Agency and possible
Sciences sponsorship in the High Production
Volume Challenge Program
Butylparaben National Widespread use in foods, cosmetics, -Toxicological characterization
[94-26-8] Institute of and pharmaceuticals; potential including reproductive toxicity studies
Environmental | reproductive toxicant; lack of adequate
Health toxicological data
Sciences
2,6-Diaminopyridine | National Moderate production and industrial use; | Defer pending review of additional
[141-86-6] Cancer lack of adequate toxicological data information on uses and potential
Institute exposure from hair dyes
1,3-Dichloropropanol | National High production volume and use; -Toxicological characterization
[96-23-1] Institute of occurrence in foods; reproductive -Metabolism and disposition studies
Environmental | toxicity and carcinogenicity -Reproductive toxicity studies
Health demonstrated but not adequately Carci icity studi
Sciences characterized ) arcnrfogemcx Y AS u 1‘es
-Coordinate studies with voluntary data
development activities of the U.S.
Environmental Protection Agency
2,5-Dimercapto- Chemonics Component of wildland fire retardant -Genotoxicity studies

1,3,4-thiadiazole

Industries, Inc.

formulations; moderate production and
industrial use; lack of adequate

-Metabolism and disposition studies
-Subchronic toxicity studies

exposed workers

[1072-71-5] toxicological data

3- National Significant and increasing use in -In vitro genotoxicity studies (in
Dimethylaminopropy | Cancer personal care products; widespread combination with a nitrosating agent)
lamine Institute industrial use; lack of information on -Dermal absorption and metabolism
[109-55-7] chronic toxicity; evidence of toxicity in | studies with focus on nitrosamine

formation
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Substance Nominated by | Rationale for Nomination Study Recommendations*
[CAS No.]
Garcinia cambogia National Consumer exposure through increasing | Defer pending further review of
exiract Cancer dietary supplement use; lack of recently published studies
[90045-23-1] Institute adequate toxicological data
Gum guggul extract National Consumer exposure through increasing | -Toxicological characterization
{No CAS No.} Institute of dietary supplement use; demonstrated
Environmental | metabolic and hormonal effects; lack of
Health adequate toxicological data
Sciences
Imidazolidinyl urea National Widely used preservative in personal -Genotoxicity studies
[39236-46-9] Cancer care products; mutagenic potential; lack | .Dermal absorption studies
Institute of adequate carcinogenicity data -Evaluation of potential degradation
products (e.g., diazolidinyl urea and
formaldehyde)
Permanent makeup U.S. Food and | Rapidly growing practice in the United | For representative Premier Products
inks Drug States; lack of adequate toxicological True Color pigments:
[No CAS No.} Administration | data; numerous human adverse event -In vitro and in vivo allergenicity,
reports photoallergenicity, and phototoxicity
studies
-Chemical characterization studies
Usnic acid U.S. Food and | Widely used in dietary supplement and | -Toxicological characterization
[125-46-2} Drug personal care products; lack of including
and Administration | adequate toxicological data; numerous | genotoxicity,pharmacokinetic, and
human adverse event reports developmental and reproductive
Usnea herb . .
toxicity studies
[No CAS No.]
-In vitro mitochondrial toxicity studies
Vincamine National Consumer exposure through dietary -Integrate into current NTP research
{1617-90-9] Cancer supplement use; suspicion of toxicity; program on QT interval prolongation
Institute lack of adequate toxicological data

* The term “toxicological characterization™ in this table includes studies for genotoxicity, subchronic toxicity, and chronic
toxicity/carcinogenicity as determined to be appropriate during the conceptualization and design of a research program to
address toxicological data needs. Though other types of studies (e.g., metabolism and disposition, immunotoxicity, and
reproductive and developmental toxicity) may be conducted as part of a complete toxicological characterization, these types of
studies are not listed unless they are specifically recommended.

[FR Doc. 05-8959 Filed 5—4—05; 8:45 am|
BILLING CODE 4140-01-C




Federal Register/Vol. 70, No. 86/ Thursday, May 5, 2005/ Notices

23881

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Pacific Proving Grounds

AGENCY: Centers for Disease Control and
Prevention (CDC), Department of Health
and Human Services (HHS).

ACTION: Notice.

SUMMARY: The Department of Health and
Human Services gives notice as required
by 42 CFR 83.12(e) of a decision to
evaluate a petition to designate a class
of employees at the Pacific Proving
Grounds, to be included in the Special
Exposure Cohort under the Energy
Employees Occupational Illness
Compensation Program Act of 2000. The
initial proposed definition for the class
being evaluated, subject to revision as
warranted by the evaluation, is as
follows:

Facility: Pacific Proving Grounds,
Marshall Islands.

Locations: Enewetak Atoll.

Job Titles and/or Job Duties: All
scientists and scientific couriers.

Period of Employment: July 1, 1958,
until August 31, 1958 (Operation
Hardtack I).

FOR FURTHER INFORMATION CONTACT:
Larry Elliott, Director, Office of
Compensation Analysis and Support,
National Institute for Occupational
Safety and Health, 4676 Columbia
Parkway, MS C—46, Cincinnati, OH
45226, telephone 513-533-6800 (this is
not a toll-free number). Information
requests can also be submitted by e-mail
to ocas@cdc.gov.

Dated: April 28, 2005.
James D. Seligman,

Associate Director for Program Services,
Centers for Disease Control and Prevention.

[FR Doc. 05-8949 Filed 5-4-05; 8:45 am]
BILLING CODE 4163-19-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Prospective Grant of Exclusive
License: Use of Human Papilloma
Virus (HPV) Immunoreactive Peptides
for the Development of Vaccines
Against HPV Infections

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)@), that the National

Institutes of Health (NIH), Department
of Health and Human Services, is
contemplating the grant of an exclusive
license to practice the invention
embodied in:

PCT/US02/09261 filed March 22, 2002,
entitled “Human Papilloma Virus
Immunoreactive Peptides” (E-126—2001/0—
PCT-02), (Inventors: Samir N. Khleif and Jay
Berzofsky) (NCI), prior U.S. provisional
application 60/278,520, filed March 23, 2001,
now abandoned. National stage filed March
22,2002: In U.S. Patent Application No. 10/
472,661; in Canada Patent Application No.
2,441,947; in EPO Patent Application No.
02728570.9; in Australia Patent Application
No. 2002258614 to Panacea Biotec Ltd.
(hereafter PBL), having a place of business in
New Deli, India. The patent rights in these
inventions have been assigned to the United
States of America.

DATES: Only written comments and/or
application for a license, which are
received by the NIH Office of
Technology Transfer on or before July 5,
2005 will be considered.

ADDRESSES: Requests for a copy of the
patent application, inquiries, comments
and other materials relating to the
contemplated license should be directed
to: Sally Hu, Ph.D., M.B.A., Office of
Technology Transfer, National Institutes
of Health, 6011 Executive Boulevard,
Suite 325, Rockville, MD 20852—-3804;
Email: hus@od.nih.gov; Telephone:
(301) 435-5606; Facsimile: (301) 402—
0220.

SUPPLEMENTARY INFORMATION: PCT/
US02/09261 provides immunogenic
peptides from the Human Papilloma
Virus which are suitable for
development of epitope-based vaccines
directed towards HPV and discloses
methods of administering these peptides
to individuals, as well as a method for
monitoring or evaluating an immune
response to HPV with these peptides.
This invention provides a potential
prophylactic or therapeutic vaccine
against cervical cancer caused by
HPV16 and 18, and a targeted therapy
for cervical cancer and other diseases
that are caused by HPV including other
genital cancers, head and neck cancers,
and upper digestive tract cancers.

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 field of use may be limited to the
development of vaccines against HPV
infections.

Properly filed competing applications
for a license filed in response to this
notice will be treated as objections to
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: April 26, 2005.
Steven M. Ferguson,

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

[FR Doc. 05-8960 Filed 5—4—05; 8:45 am|
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
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 provision
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 Heart, Lung,
and Blood Institute Special Emphasis Panel
Review of Research Project Applications
(RO1s).

Date: June 2—3, 2005.

Time: 6:30 p.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: The Watergate, 2650 Virginia
Avenue, NW., Washington, DC 20037.

Contact Person: Irina Gordienko, PhD,
Review Branch, NIH, NHLBI, DEA, Bethesda,
MD 20892, (301) 325-0725,
gordieni@nhlbi.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)
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