GPC§

53102

Federal Register/Vol. 71, No. 174 /Friday, September

8, 2006/ Notices

resources in MCM development by
removing or lowering obstacles
whenever appropriate, including the
application of liability protections
where appropriate. HHS will conduct its
selection and acquisition process with
full transparency while respecting
requirements for confidentiality.

4. Develop, Recruit, and Support a
World-Class Workforce

A successful PHEMCE will need a
highly qualified and accomplished
workforce with appropriate technical
training, scientific skills, and business
experience. HHS is committed to
staffing the PHEMCE with outstanding
professionals and to creating a
supportive work environment.

The Department will recruit
outstanding professionals from both the
public and private sectors, to build a
model program for advanced product
development and procurement program
that will provide needed products as
efficiently and effectively as possible.
HHS will recruit career Federal
employees for their experience, skills
and expertise in research, development,
and the regulatory aspects of product
development programs as well as
management of such government
programs. Highly qualified researchers
and managers from academia and
private industry will compliment their
expertise. HHS will facilitate the
appointment of these individuals
through existing general and senior
service programs.

HHS also will develop programs to
provide opportunities for information
regarding scientific and product
development by using such mechanisms
as fellowship, sabbatical, internship and
exchange programs. This effort will
allow private sector individuals to bring
new skills and fresh ideas to the
program from the biotechnology and
pharmaceutical industries. The
Department also will create appropriate
career paths to assure staff who are
working in the PHEMCE have
opportunities to continue to grow
professionally and assure that
excellence remains the hallmark.

HHS will use current Federal hiring
practices to offer compensation that
attracts the best human capital to meet
its mission and challenges. HHS also
will accept service from qualified
individuals with special expertise who
are willing to contribute their skills to
advisory boards or committees that the
Secretary determines would contribute
to the overall program.

Conclusion

This HHS PHEMCE Strategy reflects
the new HHS approach to develop and

acquire medical countermeasures
against CBRN events. It provides
strategic direction to the Department,
signals the Department’s intent and
priorities to its Governmental and
private partners and will serve to guide
development of the PHEMCE
Implementation Plan. Consistent with
its stated commitment to transparency,
predictability, and wide-ranging
solicitation of expertise, the Department
will engage those partners as it develops
specific strategic initiatives to meet its
goals and objectives in MCM advanced
development, procurement, and
delivery. The HHS PHEMCE Strategy
underscores the recognition of HHS’s
top leadership that the President is
relying on the Department to craft and
execute a program that responsibly
protects our fellow citizens from CBRN
threats.

Dated: September 5, 2006.

Gerald Parker,

Principal Deputy Assistant Secretary, Office
of Public Health Emergency Preparedness.

[FR Doc. E6-14908 Filed 9-7-06; 8:45 am]
BILLING CODE 4150-37-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency for Toxic Substances and
Disease Registry

[ATSDR-223]

Identification of Priority Data Needs for
Two Priority Hazardous Substances

AGENCY: Agency for Toxic Substances
and Disease Registry (ATSDR),
Department of Health and Human
Services (HHS).

ACTION: Request for public comments on
the identification of priority data needs
for two priority hazardous substances,
and an ongoing call for voluntary
research proposals.

SUMMARY: This notice makes available
for public comment the priority data
needs for two priority hazardous
substances (see Table 1) as part of the
continuing development and
implementation of the ATSDR
Substance-Specific Applied Research
Program (SSARP). The notice also
serves as a continuous call for voluntary
research proposals. The SSARP is
authorized by the Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(Superfund) or CERCLA, as amended by
the Superfund Amendments and
Reauthorization Act of 1986 (SARA) [42
U.S.C. 9604(i)]. This research program
was initiated in 1991. At that time, a list
of priority data needs for 38 priority

hazardous substances was announced in
the Federal Register on October 17,
1991 (56 FR 52178). The list was
subsequently revised, based on public
comments, and published in final form
on November 16, 1992 (57 FR 54150). In
1997, ATSDR finalized the priority data
needs for a second list of 12 substances;
that priority data needs list was
subsequently announced in the Federal
Register on July 30, 1997 (62 FR 40820).
Ten substances constitute the third list
of hazardous substances for which
priority data needs were identified by
ATSDR. The final list of the 10
substances was published on April 29,
2003 (68 FR 22704), after it was
subjected to public comment.

The exposure and toxicity priority
data needs in this notice were distilled
from data needs identified in the
Agency’s toxicological profiles via a
logical scientific approach described in
a “Decision Guide” published in the
Federal Register on September 11, 1989
(54 FR 37618). The priority data needs
represent essential information to
improve the database for conducting
public health assessments. Research to
address these priority data needs will
help determine the types or levels of
exposure that may present significant
risks of adverse health effects in people
exposed to the hazardous substances.

The priority data needs identified in
this notice reflect the opinion of the
Agency, in consultation with other
Federal programs, of the research
needed pursuant to ATSDR’s authority
under CERCLA. They do not represent
the priority data needs for any other
agency or program.

Consistent with Section 104(i)(12) of
CERCLA as amended [42 U.S.C.
9604(i)(12)], nothing in this research
program shall be construed to delay or
otherwise affect or impair the authority
of the President, the Administrator of
ATSDR, or the Administrator of EPA to
exercise any authority regarding any
other provision of law, including the
Toxic Substances Control Act of 1976
(TSCA) and the Federal Insecticide,
Fungicide, and Rodenticide Act of 1972
(FIFRA), or the response and abatement
authorities of CERCLA.

In developing this research program,
ATSDR has worked with other federal
programs to determine common
substance-specific data needs, as well as
mechanisms to implement research that
may include authorities under TSCA
and FIFRA, private-sector voluntarism,
or the direct use of CERCLA funds.

When deciding the type of research
that should be done, ATSDR considers
the recommendations of the Interagency
Testing Committee established under
Section 4(e) of TSCA. Federally funded
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projects that collect information from 10
or more respondents and that are
funded by cooperative agreements are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act. If the
proposed project involves research on
human subjects, the applicants must
comply with Department of Health and
Human Services regulations (45 CFR
part 46) regarding the protection of
human subjects. Assurance must be
provided that the project will be subject
to initial and continuing review by the
appropriate institutional review
committees. Overall, data generated
from this research program will lend
support to others conducting human
health assessments involving these two
substances by providing additional
scientific information for the risk
assessment process.

The two substances that are included
in the ATSDR Priority List of Hazardous
Substances established by ATSDR and
EPA (70 FR 72840, December 7, 2005)
are:

e Acrolein

¢ Barium

The priority data needs for these two
substances are presented in Table 1. We
invite comments from the public on
individual priority data needs. After
considering the comments, ATSDR will
publish the final priority data needs for
each substance. These priority data
needs will be addressed by the
mechanisms described in the
“Implementation of Substance-Specific
Applied Research Program” section of
this Federal Register notice.

This notice also serves as a
continuous call for voluntary research
proposals. Private-sector organizations
may volunteer to conduct research to
address specific priority data needs in
this notice by indicating their interest
through submission of a letter of intent
to ATSDR (see ADDRESSES section of this
notice). A Tri-Agency Superfund
Applied Research Committee (TASARC)
comprised of scientists from ATSDR,
the National Toxicology Program (NTP),
and EPA, will review all proposals.

The substance-specific priority data
needs were based on, and determined
from, information in corresponding
ATSDR toxicological profiles.
Background technical information and
justification for the priority data needs
in this notice are in the priority data
needs documents. These documents are
available for review by requesting them
in writing from ATSDR (see ADDRESSES
section of this notice).

DATES: Comments concerning the
priority data needs for the two
substances must be received by

December 5, 2006. Regarding ATSDR’s
call for voluntary research proposals,
the Agency considers the voluntary
research effort to be crucial to the
continuing development of the
Substance-Specific Applied Research
Program and believes this effort should
be an open and continuous one.
Therefore, private-sector organizations
are encouraged to volunteer to conduct
research to address the identified
priority data needs, beginning with the
publication of this notice and until that
time when ATSDR announces that other
research has been initiated for a specific
priority data need.

ADDRESSES: Submit comments to Yee-
Wan Stevens, M.S., Applied Toxicology
Branch, Division of Toxicology and
Environmental Medicine, ATSDR, 1600
Clifton Road, NE., Mailstop F-32,
Atlanta, Georgia 30333, e-mail:
YStevens@cdc.gov. Information about
pertinent ongoing or completed research
that may fill priority data needs cited in
this notice should be similarly
addressed. Also, use the same address
for requests for priority data needs
documents and submission of proposals
to conduct voluntary research.

FOR FURTHER INFORMATION CONTACT: Yee-
Wan Stevens, M.S., Applied Toxicology
Branch, Division of Toxicology and
Environmental Medicine, ATSDR, 1600
Clifton Road, NE., Mailstop F-32,
Atlanta, Georgia 30333, telephone: (770)
488-3325, fax: (770) 488—4178.
SUPPLEMENTARY INFORMATION:

Background

The Comprehensive Environmental
Response, Compensation, and Liability
Act of 1980 (Superfund) or CERCLA, as
amended by the Superfund
Amendments and Reauthorization Act
of 1986 (SARA)[42 U.S.C. 9604(i)],
requires that ATSDR (1) develop jointly
with EPA a list of hazardous substances
found at National Priorities List (NPL)
sites (in order of priority), (2) prepare
toxicological profiles of these
substances, and (3) assure the initiation
of a research program to address
identified priority data needs associated
with the substances.

The Substance-Specific Applied
Research Program (SSARP) was initiated
in 1991. At that time, a list of priority
data needs for 38 priority hazardous
substances was announced in the
Federal Register on October 17, 1991
(56 FR 52178). The list was
subsequently revised based on public
comments and published in final form
on November 16, 1992 (57 FR 54150). In
1997, ATSDR finalized the priority data
needs for a second list of 12 substances
and announced the list in the Federal

Register on July 30, 1997 (62 FR 40820).
Ten substances constitute the third list
of hazardous substances for which
priority data needs were identified by
ATSDR. The final list was published in
the Federal Register on April 29, 2003
(68 FR 22704) after it was subjected to
public comment.

This ATSDR SSARP supplies
necessary information to improve the
database to conduct public health
assessments. This link between research
and public health assessments, and the
process for distilling priority data needs
for ranked hazardous substances from
data needs identified in associated
ATSDR toxicological profiles, are
described in the ATSDR “Decision
Guide for Identifying Substance-Specific
Data Needs Related to Toxicological
Profiles”” (54 FR 37618, September 11,
1989).

Implementation of Substance-Specific
Applied Research Program

In Section 104(i)(5)(D), CERCLA states
that it is the sense of Congress that the
costs for conducting this research
program be borne by the manufacturers
and processors of the hazardous
substances under the Toxic Substances
Control Act of 1976 (TSCA) and by
registrants under the Federal
Insecticide, Fungicide, and Rodenticide
Act of 1972 (FIFRA), or by cost recovery
from responsible parties under CERCLA.
To execute this statutory intent, ATSDR
developed a plan whereby parts of the
SSARP are being conducted via
regulatory mechanisms (TSCA/FIFRA),
private-sector voluntarism, and the
direct use of CERCLA funds.

CERCLA also requires that ATSDR
consider recommendations of the
Interagency Testing Committee (ITC),
established under Section 4(e) of TSCA,
on the types of research to be done.
ATSDR actively participates on this
committee. Acrolein was added to the
Priority Testing List in the ITC 27th
Report in 1990, but barium has never
been added to the Priority Testing List.

The mechanisms for implementing
the SSARP are discussed next. The
status of the SSARP in addressing
priority data needs of the first 60
priority hazardous substances via these
mechanisms was described in a Federal
Register notice on December 13, 2005
(70 FR 73749).

A. TSCA/FIFRA

In developing and implementing the
SSARP, ATSDR and EPA established
procedures to identify those priority
data needs of common interest to
multiple Federal programs. Where
practicable, these data needs will be
addressed through a program of
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toxicologic testing under TSCA or
FIFRA. This part of the research will be
conducted according to established
TSCA/FIFRA procedures and
guidelines.

B. Private-Sector Voluntarism

As part of the SSARP, on February 7,
1992, ATSDR announced a set of
proposed procedures for conducting
voluntary research (57 FR 4758).
Revisions based on public comments
were published on November 16, 1992
(57 FR 54160). ATSDR strongly
encourages private-sector organizations
to propose research to address priority
data needs at any time until ATSDR
announces that research has already
been initiated for a specific priority data
need. Private-sector organizations may
volunteer to conduct research to address
specific priority data needs identified in
this notice by indicating their interest
through submission of a letter of intent.

The letter of intent should be a brief
statement (1-2 pages) that identifies the
priority data need(s) to be filled and the
methods to be used. The Tri-Agency

Superfund Applied Research Committee
(TASARC) will review these proposals
and make recommendations to ATSDR
regarding which specific voluntary
research projects should be pursued—
and how they should be conducted—
with the volunteer organizations.
ATSDR will enter into only those
voluntary research projects that lead to
high quality, peer-reviewed scientific
work. Additional details regarding the
process for voluntary research are in the
Federal Register notices cited in this
section.

C. CERCLA

Those priority data needs that are not
addressed by TSCA/FIFRA or initial
voluntarism will be considered for
funding by ATSDR through its CERCLA
budget. A large part of this research
program is envisioned to be unique to
CERCLA—for example, research on
substances not regulated by other
programs or research needs specific to
public health assessments. A current
example of the direct use of CERCLA
funds is a cooperative agreement with

the Minority Health Professions
Foundation (MHPF) that supports the
MHPF’s Environmental Health, Health
Services and Toxicology Research
Program.

Mechanisms to address these priority
data needs may include a second call for
voluntarism. Again, scientific peer
review of study protocols and results
would occur for all research conducted
under this auspice.

Substance-Specific Priority Data Needs

The priority data needs are identified
in Table 1. Specifically, for acrolein,
three priority data needs have been
identified, while one priority data need
was identified for barium. ATSDR
encourages private-sector organizations
and other governmental programs to use
ATSDR’s priority data needs to plan
their research activities.

Dated: September 1, 2006.
Kenneth Rose,
Acting Director, Office of Policy, Planning,
and Evaluation, National Center for
Environmental Health/Agency for Toxic
Substances and Disease Registry.

TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS (PDN) FOR FOURTH SET OF TWO PRIORITY HAZARDOUS

SUBSTANCES

Substance

Priority data needs

Acrolein

Barium

Exposure levels in humans living near hazardous waste sites.
Exposure levels of children.

Dose-response data for chronic-duration (O via inhalation exposure.
Dose-response data for acute-duration @ via oral exposure.

(1) 365 days or more.
(2) 14 days or less.

[FR Doc. E6-14870 Filed 9-7—-06; 8:45 am]|
BILLING CODE 4163-70-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel: Commercial Truck
Driver Health and Safety—Preventing
Injury and lliness, Request for
Applications (RFA) 07-001

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—463), the Centers for Disease
Control and Prevention (CDC)
announces the following meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): Commercial Truck Driver Health
and Safety—Preventing Injury and Illness,
RFA 07-001.

Times and Dates: 7 p.m.—9 p.m., October
11, 2006 (Closed).

8 a.m.—5 p.m., October 12, 2006 (Closed).

Place: Embassy Suites, 1900 Diagonal
Road, Alexandria, VA 20036, telephone (703)
684-5900.

Status: The meeting will be closed to the
public in accordance with provisions set
forth in section 552b(c)(4) and (6), Title 5
U.S.C., and the Determination of the Director,
Management Analysis and Services Office,
CDC, pursuant to Public Law 92-463.

Matters to be Discussed: The meeting will
include the review, discussion, and
evaluation of research grant applications in
response to RFA 07-001, “Commercial Truck
Driver Health and Safety—Preventing Injury
and Illness.”

Contact Person for More Information:
George Bokosh, Designated Federal Officer,
626 Cochrans Mill Road, Pittsburgh, PA
15236, telephone (412) 386—-6465.

The Director, Management Analysis and
Services Office, has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities, for
both CDC and the Agency for Toxic
Substances and Disease Registry.

Dated: August 31, 2006.
Alvin Hall,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention.

[FR Doc. E6-14863 Filed 9-7-06; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Prospective Grant of Exclusive
License: Insecticide-Impregnated
Bednet

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

ACTION: Notice.

SUMMARY: This is a notice in accordance
with 35 U.S.C. 209(e) and 37 CFR
404.7(a)(1)@i) that the Centers for Disease
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