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activities are logical; the projected
timetable is reasonable and realistic;
and measures of progress and
achievement are described.

3. Needs Assessment and Capacity (20
points)

e The applicant demonstrates
experience and expertise to perform the
proposed activities and provides
evidence of collaborative relationships
with other agencies and organizations
relevant to the achievement of proposed
goals and objectives.

4. Management and Staffing Plan (15
points)

e The applicant demonstrates
management structure and staff
positions with clear lines of authority
and plans for fiscal control, and that
designated staff have appropriate
qualification and experience.

5. Budget and Justification (Not Scored)

e The applicant provides a detailed
budget and justification consistent with
the proposed program objectives and
activities.

V.2. Review and Selection Process:
Applications will be reviewed for
completeness by the Procurement and
Grants Office (PGO) staff, and for
responsiveness by the National Center
for Chronic Disease Prevention and
Health Promotion. Incomplete
applications and applications that are
non-responsive to the eligibility criteria
will not advance through the review
process. Applicants will be notified that
their application did not meet
submission requirements.

An objective review panel will
evaluate complete and responsive
applications according to the criteria
listed in the ‘“Review Criteria” section
above.

V.3. Anticipated Announcement and
Award Dates: Announcement of the
award is anticipated on or around
September 1, 2004.

VI. Award Administration Information

VI.1. Award Notices: Successful
applicants will receive a Notice of Grant
Award (NGA) from the CDC
Procurement and Grants Office. The
NGA shall be the only binding,
authorizing document between the
recipient and CDC. The NGA will be
signed by an authorized Grants
Management Officer, and mailed to the
recipient fiscal officer identified in the
application.

Unsuccessful applicants will receive
notification of the results of the
application review by mail.

V.2. Administrative and National
Policy Requirements: 45 CFR Part 74

and Part 92. For more information on
the Code of Federal Regulations, see the
National Archives and Records
Administration at the following Internet
address: http://www.access.gpo.gov/
nara/cfr/cfr-table-search.html.

The following additional
requirements apply to this project:

e AR-7 Executive Order 12372.

e AR-10 Smoke-Free Workplace
Requirements.

e AR-11 Healthy People 2010.

e AR-12 Lobbying Restrictions.

e AR-14 Accounting System
Requirements.

e AR-15 Proof of Non-Profit Status.

Additional information on these
requirements can be found on the CDC
web site at the following Internet
address: http://www.cdc.gov/od/pgo/
funding/ARs.htm.

V1.3. Reporting Requirements: You
must provide CDC with an original, plus
two copies of the following reports:

1. Interim progress report, no less
than 90 days before the end of the
budget period. The progress report will
serve as your non-competing
continuation application, and must
contain the following elements:

a. Current Budget Period Activities
Objectives.

b. Current Budget Period Financial
Progress.

¢. New Budget Period Program
Proposed Activity Objectives.

d. Budget.

e. Additional Requested Information.

f. Measures of Effectiveness.

2. Financial status report and annual
progress report, no more than 90 days
after the end of the budget period.

3. Final financial and performance
reports, no more than 90 days after the
end of the project period.

These reports must be mailed to the
Grants Management or Contract
Specialist listed in the “Agency
Contacts” section of this announcement.

VII. Agency Contacts

For general questions about this
announcement, contact: Technical
Information Management Section, CDC
Procurement and Grants Office, 2920
Brandywine Road, Atlanta, GA 30341,
Telephone: 770-488-2700.

For program technical assistance,
contact: Scott M. Presson, Project
Officer, NCCDPHP/Division of Oral
Health, Centers for Disease Control and
Prevention, 4770 Buford Hwy, MS F-10,
Atlanta, GA 30341, Telephone: 770—
488-6056, E-mail: skp4@cdc.gov.

For financial, grants management, or
budget assistance, contact: Lakasa
Wyatt, Grants Management Specialist,
CDC Procurement and Grants Office,
2920 Brandywine Road, Atlanta, GA

30341, Telephone: 770-488-2728, E-
mail: Igw5@cdc.gov.

VIII. Other Information

For additional information see:

A National Call to Action to Promote
Oral Health: http://www.nidcr.nih.gov/
sgr/CallToAction.asp.

Oral Health in America: A Report of
the Surgeon General: http://
www.nidcr.nih.gov/sgr/oralhealth.asp.

Healthy People 2010: http://
www.healthypeople.gov/document/.

Dated: March 15, 2004.
Edward Schultz,
Acting Director, Procurement and Grants
Office, Centers for Disease Control and
Prevention.
[FR Doc. 04—-6282 Filed 3—19-04; 8:45 am]
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Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Guidance for Industry on How to Use
E-Mail to Submit a Notice of Final
Disposition of Animals Not Intended
for Immediate Slaughter

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Guidance for Industry on How to Use
E-Mail to Submit a Notice of Final
Disposition of Animals Not Intended for
Immediate Slaughter” has been
approved by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1472.
SUPPLEMENTARY INFORMATION: In the
Federal Register of January 8, 2004 (69
FR 1299), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0453. The
approval expires on February 28, 2007.
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Dated: March 15, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—6250 Filed 3—19-04; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 2003D-0057]

Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Final Guidance for Industry: How to
Use E-Mail to Submit a Protocol

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2004N-0103]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Guidance for
Industry on Special Protocol
Assessment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Final Guidance for Industry: How to
Use E-Mail to Submit a Protocol” has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(the PRA).

FOR FURTHER INFORMATION CONTACT:
Denver Presley, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—1472.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 27, 2003 (68
FR 61220 ), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under section 3507 of the PRA
(44 U.S.C. 3507). An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a
currently valid OMB control number.
OMB has now approved the information
collection and has assigned OMB
control number 0910-0524. The
approval expires on February 28, 2007.
A copy of the supporting statement for
this information collection is available
on the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 15, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04-6251 Filed 3—19-04; 8:45 am]
BILLING CODE 4160-01-S

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 the
(PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
the information collection in the
guidance for industry on special
protocol assessment.

DATES: Submit written or electronic
comments on the collection of
information by May 21, 2004.

ADDRESSES: Submit electronic
comments on the collection of
information to: http://www.fda.gov/
dockets/ecomments. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Management
Programs (HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—1482.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.39(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in

the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (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
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Guidance for Industry on Special
Protocol Assessment (OMB Control
Number 0910-0470)—Extension

The “Guidance for Industry on
Special Protocol Assessment” describes
agency procedures to evaluate issues
related to the adequacy (e.g., design,
conduct, analysis) of certain proposed
studies. The guidance describes
procedures for sponsors to request
special protocol assessment and for the
agency to act on such requests. The
guidance provides information on how
the agency will interpret and apply
provisions of the Food and Drug
Administration Modernization Act of
1987 and the specific Prescription Drug
User Fee Act of 1992 (PDUFA) goals for
special protocol assessment associated
with the development and review of
PDUFA products.

The guidance describes the following
two collections of information: (1) The
submission of a notice of intent to
request special protocol assessment of a
carcinogenicity protocol and (2) the
submission of a request for special
protocol assessment.

A. Notification for a Carcinogenicity
Protocol

As described in the guidance, a
sponsor interested in agency assessment
of a carcinogenicity protocol should
notify the appropriate division in FDA’s
Center for Drug Evaluation and Research
(CDER) or the Center for Biologics
Evaluation and Research (CBER) of an
intent to request special protocol
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