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developmental disabilities (especially
those individuals without familial
protection) who will receive services
under projects assisted under Part E will
be protected consistent with section 110
(relating to the rights of individuals
with developmental disabilities). Each
application must include a statement
providing this assurance.

For research projects in which human
subjects may be at risk, a Protection of
Human Subjects Assurance may be
required. If there is a question regarding
the applicability of this assurance,
contact the Office for Research Risks of
the National Institutes of Health at (301)
496-7041.

E. Checklist for a Complete Application

The checklist below is for your use to
ensure that your application package
has been properly prepared.

—One original, signed and dated
application, plus two
copies.Applications for different
priority areas are packaged separately;

—Application is from an organization
that is eligible under the eligibility
requirements defined in the priority
area description (screening
requirement);

—Application length does not exceed 75
pages, unless otherwise specified in
the priority area description.

A complete application consists of the
following items in this order:
—Application for Federal Assistance

(SF 424, REV 4-88);

—A completed SPOC certification with
the date of SPOC contact entered in
line 16, page 1 of the SF 424 if
applicable.

—Budget Information—Non-
Construction Programs(SF 424A, REV
4-88);

—Budget justification for Section B—
Budget Categories;

—Proof of designation as lead agency;

—Table of Contents;

—Letter from the Internal Revenue
Service, etc. to prove non-profit
status, if necessary;

—Copy of the applicant’s approved
indirect cost rate agreement, if
appropriate;

—Project Description (See Part III,
Section C);

—Any appendices/attachments;

—Assurances—Non-Construction
Programs (Standard Form 424B, REV
4-88);

—Certification Regarding Lobbying;

—~Certification of Protection of Human
Subjects, if necessary; and

—Certification of the Pro-Children Act
of 1994 (Environmental Tobacco
Smoke), signature on the application
represents certification.

F. The Application Package

Each application package must
include an original and two copies of
the complete application. Each copy
should be stapled securely (front and
back if necessary) in the upper left-hand
corner. All pages of the narrative
(including charts, tables, maps, exhibits,
etc.) must be sequentially numbered,
beginning with page one. In order to
facilitate handling, please do not use
covers, binders or tabs. Do not include
extraneous materials as attachments,
such as agency promotion brochures,
slides, tapes, film clips, minutes of
meetings, survey instruments or articles
of incorporation.

G. Paperwork Reduction Act of 1995
(Pub. L. 104-13)

The Uniform Project Description
information collection within this
announcement is approved under the
Uniform Project Description (0970—
0139), Expiration Date 12/31/2003.

Public reporting burden for this
collection of information is estimated to
average 10 hours per response,
including the time for reviewing
instructions, gathering and maintaining
the data needed, and reviewing the
collection of information.

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.

(Federal Catalog of Domestic Assistance
Number 93.631 Developmental Disabilities—

Projects of National Significance)
Dated: March 19, 2002.

Patricia Morrissey,

Commissioner, Administration on
Developmental Disabilities.

[FR Doc. 02—7213 Filed 3—25-02; 8:45 am)]
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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 a 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 collection of information associated
with the submission of notifications of
health claims or nutrient content claims
based on authoritative statements of
scientific bodies of the U.S.
Government.

DATES: Submit written or electronic
comments on the collection of
information by May 28, 2002.
ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.accessdata.fda.gov/scripts/oc/
dockets/edockethome.cfm. Submit
written comments on the collection of
information to the Dockets Management
Branch (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:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

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
1320.3(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 extension of existing
collection of information set forth in
this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
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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: Notification of a
Health Claim or Nutrient Content Claim
Based on an Authoritative Statement of
a Scientific Body (OMB Control No.
0910-0374)—Extension

Section 403(r)(2)(G) and (r)(3)(C) of
the Federal Food, Drug, and Cosmetic

Act (the act) (21 U.S.C. 343(r)(2)(G) and
(r)(3)(C)), as amended by the Food and
Drug Administration Modernization Act
of 1997 (FDAMA), provides that a food
producer may market a food product
whose label bears a nutrient content
claim or a health claim that is based on
an authoritative statement of a scientific
body of the U.S. Government or the
National Academy of Sciences. Under
these sections of the act, a food
producer that intends to use such a
claim must submit a notification of its
intention to use the claim 120 days
before it begins marketing the product
bearing the claim. In the Federal
Register of June 11, 1998 (63 FR 32102),
FDA announced the availability of a
guidance entitled “Guidance for
Industry: Notification of a Health Claim
or Nutrient Content Claim Based on an
Authoritative Statement of a Scientific

Body.” The guidance provides the
agency’s interpretation of terms central
to the submission of a notification and
the agency’s views on the information
that should be included in the
notification. The agency believes that
the guidance will enable food producers
to meet the criteria for notifications that
are established in section 403(r)(2)(G)
and (r)(3)(C) of the act. In addition to the
information specifically required by the
act to be in such notifications, the
guidance states that the notifications
should also contain information on
analytical methodology for the nutrient
that is the subject of a claim based on
an authoritative statement. FDA intends
to review the notifications it receives to
ensure that they comply with the
criteria established for them by the act.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Basis of Burden No. of Respondents No. OFfess?)sopnodnesr(\ets per Tgéilpgggggl Egg;%ﬁseé Total Hours
Section 403(r)(2)(G) nutrient content
claims 1 1 1 250 250
Section 403(r)(3)(C) health claims 2 1 2 450 900
Guidance for notifications 3 1 3 1 3
Totals 3 1 3 1,153

1There are no capital costs or operating and maintenance costs associated with this collection of information.

These estimates are based on FDA’s
experience with health claims and
nutrient content claims and with other
similar notification procedures that fall
under its jurisdiction. Because the
claims are based on authoritative
statements of certain scientific bodies of
the Federal Government or the National
Academy of Sciences or one of its
subdivisions, FDA believes that the
information submitted with a
notification will either be provided as
part of the authoritative statement or
readily available as part of the scientific
literature to firms wishing to make
claims. Presentation of a supporting
bibliography and a brief balanced
account or analysis of this literature
should be fairly straightforward.

Dated: March 19, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—7179 Filed 3—25-02; 8:45 am]
BILLING CODE 4160-01-S
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Foreign Establishment Registration and
Listing” has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-4659.
SUPPLEMENTARY INFORMATION: In the
Federal Register of November 27, 2001
(66 FR 59138), 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 0910-0483. The
approval expires on March 31, 2005. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: March 19, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—7145 Filed 3—25-02; 8:45 am]
BILLING CODE 4160-01-S
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