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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 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
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. New Dietary
Ingredient Premarket Notification—21
CFR 190.6 (OMB Control No. 0910–
0330)—Extension

Section 413(a) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 350b(a)) provides that a
manufacturer or distributor of dietary
supplements or of a new dietary
ingredient is to submit information to
FDA (as delegate for the Secretary of
Health and Human Services) upon
which it has based its conclusion that a
dietary supplement containing a new
dietary ingredient will reasonably be
expected to be safe at least 75 days
before the introduction or delivery for
introduction into interstate commerce of
a dietary supplement that contains a
new dietary ingredient. FDA’s
regulations at part 190, subpart B (21
CFR part 190, subpart B) implement
these statutory provisions. Section
190.6(a) requires each manufacturer or
distributor of a dietary supplement
containing a new dietary ingredient, or
of a new dietary ingredient, to submit to
the Office of Nutritional Products,

Labeling, and Dietary Supplements
notification of the basis for their
conclusion that said supplement or
ingredient will reasonably be expected
to be safe. Section 190.6(b) requires that
the notification include: (1) The
complete name and address of the
manufacturer or distributor, (2) the
name of the new dietary ingredient, (3)
a description of the dietary supplements
that contain the new dietary ingredient,
and (4) the history of use or other
evidence of safety establishing that the
dietary ingredient will reasonably be
expected to be safe.

The notification requirements
described previously are designed to
enable FDA to monitor the introduction
into the food supply of new dietary
ingredients and dietary supplements
that contain new dietary ingredients, in
order to protect consumers from unsafe
dietary supplements. FDA uses the
information collected under these
regulations to help ensure that a
manufacturer or distributor of a dietary
supplement containing a new dietary
ingredient is in full compliance with the
act.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN 1

21 CFR Section No. of re-
spondents

Annual fre-
quency

per response

Total annual
responses

Hours per
response Total hours

190.6 .................................................................................... 35 1 35 20 700

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

The agency believes that there will be
minimal burden on the industry to
generate data to meet the requirements
of the premarket notification program
because the agency is requesting only
that information that the manufacturer
or distributor should already have
developed to satisfy itself that a dietary
supplement containing a new dietary
ingredient is in full compliance with the
act. However, the agency estimates that
extracting and summarizing the relevant
information from the company’s files,
and presenting it in a format that will
meet the requirements of section 413 of
the act will require a burden of
approximately 20 hours of work per
submission.

This estimate is based on the annual
average number of premarket
notifications FDA received during the
last 3 years (i.e., 1999–2001), which was
23. Twenty-three represents 12 more
notifications than the agency received as
an annual average during the previous
3-year period (i.e., 1996–1998).
Therefore, FDA anticipates a similar

upward trend will be seen in the annual
average number of notifications it
receives during 2002–2004, which is
estimated to be 35 (23 + 12 = 35).

Dated: March 5, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–6493 Filed 3–18–02; 8:45 am]
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SUMMARY: This notice announces a
forthcoming meeting of a public
advisory committee of the Food and

Drug Administration (FDA). The
meeting will be open to the public.

Name of Committee: Food Advisory
Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
scientific issues related to FDA’s
regulatory responsibilities.

Date and Time: The meeting will be
held on April 4, 2002, from 9 a.m. to 6
p.m. and April 5, 2002, from 8:30 a.m.
to 2 p.m.

Location: Marriott Hotel, Grand
Ballroom, 6400 Ivy Lane, Greenbelt,
MD, 301–441–3700.

Contact Person: Catherine M.
DeRoever, Center for Food Safety and
Applied Nutrition (HFS–6), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 301–
436–2397, or FDA Advisory Committee
Information Line, 1–800–741–8138
(301–443–0572 in the Washington, DC
area), code 10564. Please call the
Information Line for up-to-date
information on this meeting.
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Agenda: The purpose of this meeting
is to discuss general scientific principles
related to quality factors for infant
formula. The committee will also be
asked to discuss the scientific issues
related to the generalization of findings
from a clinical study using preterm
infant formula consumed by preterm
infants to a term infant formula
intended for use by term infants.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by April 1, 2002. Oral
presentations from the public will be
scheduled on April 4, 2002, between
approximately 1 p.m. and 6 p.m. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person before April 1, 2002, and
submit a brief statement of the general
nature of the evidence or arguments
they wish to present, the names and
addresses of proposed participants, and
an indication of the approximate time
requested to make their presentation.

Persons attending FDA’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Catherine M.
DeRoever at least 7 days in advance of
the meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: March 14, 2002.
Linda A. Suydam,
Senior Associate Commissioner for
Communications and Constituent Relations.
[FR Doc. 02–6620 Filed 3–14–02; 4:50 pm]
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SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.
DATES: Comments Due Date: May 20,
2002.
ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
Control Number and should be sent to:
Wayne Eddins, Reports Management
Officer, Department of Housing and
Urban Development, 451 7th Street, SW,
L’Enfant Plaza Building, Room 8001,
Washington, DC 20410.
FOR FURTHER INFORMATION CONTACT:
Vance T. Morris, Director, Officer of
Single Family Program Development,
Department of Housing and Urban
Development, 451 7th Street SW,
Washington, DC 20410, telephone (202)
708–2121 (this is not a toll free number)
for copies of the proposed forms and
other available information.
SUPPLEMENTARY INFORMATION: The
Department is submitting the proposed
information collection to OMB for
review, as required by the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35, as amended).

This Notice is soliciting comments
from members of the public and affected
agencies concerning the proposed
collection of information to: (1) Evaluate
whether the proposed collection is
necessary for the proper performance of
the functions of the agency, including
whether the information will have
practical utility; (2) Evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information; (3) Enhance the quality,
utility, and clarity of the information to
be collected; and (4) Minimize the
burden of the collection of information
on those who are to respond; including
the use of appropriate automated
collection techniques or other forms of
information technology, e.g., permitting
electronic submission of responses.

This Notice also lists the following
information:

Title of Proposal: Requirements for
Single Family Mortgage Instruments.

OMB Control Number, if applicable:
2502–0404.

Description of the need for the
information and proposed use: The
single-family mortgage instruments are
the documents used to record the
mortgage (or deed of trust) and the
mortgage note (or deed of trust note).
These are public documents used to

protect the interests of the mortgagor
and mortgagee.

Agency form number, if applicable:
None.

Estimation of the total numbers of
hours needed to prepare the information
collection including number of
respondents, frequency of response, and
hours of response: The total number
hours needed to prepare the information
collection is 250,000, the estimated
number of respondents is 9,000, the
frequency of response varies according
to business activity, but generates an
estimated 1,000,000 responses per year,
and the amount of time needed is 0.25
hours per response.

Status of the proposed information
collection: Extension of a currently
approved collection.

Authority: The Paperwork Reduction Act
of 1995, 44 U.S.C., Chapter 35, as amended.

Dated: March 12, 2002.
John C. Weicher,
Assistant Secretary for Housing—Federal
Housing Commissioner.
[FR Doc. 02–6553 Filed 3–18–02; 8:45 am]
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Notice of Lodging of Partial Consent
Decree Under the Comprehensive
Environmental Response,
Compensation, and Liability Act of
1980, as Amended

Consistent with Departmental policy,
28 CFR 50.7, 38 FR 19029, and 42 U.S.C.
9622(d), notice is hereby given that on
February 7, 2002, a proposed Partial
Consent Decree (‘‘Decree’’) in United
States of America v. AlliedSignal Inc., et
al., Civil Action No. 95–CV–0950–C(Sc),
and United States of America v. Niagara
Frontier Transportation Authority, Inc.,
et al., Civil Action No. 96–CV–
0219C(Sc), was lodged with the United
States District Court for the Western
District of New York.

In these consolidated actions, the
United States sought reimbursement of
response costs incurred by the United
States in connection with clean up
activities at the Bern Metals and
Universal Iron and Metals Superfund
Sites located in the City of Buffalo, Erie
County, New York. The proposed
Decree will resolve the United States’
claims under the Comprehensive
Environmental Response,
Compensation, and Liability Act
(‘‘CERCLA’’), 42 U.S.C. 9601 et seq., on
behalf of the United States
Environmental Protection Agency
(‘‘EPA’’) against defendants AlliedSignal
Inc. (now Honeywell International,
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