
12570 Federal Register / Vol. 67, No. 53 / Tuesday, March 19, 2002 / Notices

Purpose of Grant Awards: The
purpose of these projects is to test the
best ways of using the skills of retired
nurses, doctors, accountants and other
professionals to train seniors to serve as
expert resources to detect and stop
health care error, fraud and abuse.

Eligibility for Grant Awards and Other
Requirements: Eligibility for grant
awards is limited to public state and
local agencies or nonprofit agencies,
organizations and institutions in the
following states and jurisdictions:
Alaska, Alabama, Arkansas, Arizona,
Colorado, Connecticut, District of
Columbia, Delaware, Florida, Georgia,
Idaho, Indiana, Kansas, Massachusetts,
Maine, Michigan, Montana, New
Mexico, Nevada, North Dakota, Ohio,
Oklahoma, Oregon, Puerto Rico, Texas,
Utah, Vermont, Virginia, and
Washington—to carry out cooperative
agreement awards to train retired
persons to serve in their communities as
volunteer expert resources and
educators in combating health care
error, fraud, and abuse. Faith-based
organizations are eligible to apply from
the states and jurisdictions listed above.

Grantees are required to provide a 25
percent non-federal match.

DATES: The deadline date for the
submission of applications is May 3,
2002.

ADDRESSES: Application kits are
available by writing to the Department
of Health and Human Services,
Administration on Aging, Office of
Consumer Choice and Protection, 330
Independence Avenue, SW, Room 4278
Washington, DC 20201. For further
information, please contact Doris
Summey or Barbara Lewis, at (202) 619–
3775 or (202) 619–1351. Applications
must be mailed or hand-delivered to the
Office of Grants Management at the
same address. Applicants should notify
AoA by email or fax when the
application is mailed. Instructions for
electronic mailing of grant applications
are available at http://www.aoa.gov/
egrants

Dated: March 13, 2002.

Josefina G. Carbonell,
Assistant Secretary for Aging.
[FR Doc. 02–6618 Filed 3–18–02; 8:45 am]
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Emphasis Panel: Preliminary
Investigation of Health Effects of
Occupational Exposures in Paducah
Gaseous Diffusion Plant Workers,
Program Announcement OH–99–143

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 teleconference
meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): Preliminary Investigation of
Health Effects of Occupational Exposures in
Paducah Gaseous Diffusion Plant (PGDP)
Workers, Program Announcement OH–99–
143.

Times and Dates: 2 p.m.–2:15 p.m., March
26, 2002 (Open), 2:20 p.m.–4 p.m., March 26,
2002 (Closed).

Place: Teleconference number:
513.841.4560.

Status: Portions of 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 Deputy Director for Program
Management, CDC, pursuant to Public Law
92–463.

Matters to be Discussed: The meeting will
include the review, discussion, and
evaluation of the application received under
the Memorandum of Understanding between
the Department of Energy and the
Department of Health and Human Services.

Note: Due to programmatic issues that had
to be resolved, this Federal Register Notice
is being published less than fifteen days
before the date of the meeting.

CONTACT PERSON FOR MORE INFORMATION:
Kathleen Goedel, National Institute for
Occupational Safety and Health, CDC,
4676 Columbia Parkway, M/S R–6,
Cincinnati, Ohio 45226, telephone 513–
841–4560.

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 the
Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Dated: March 13, 2002.
Alvin Hall,
Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention (CDC).
[FR Doc. 02–6656 Filed 3–15–02; 11:53 am]
BILLING CODE 4163–19–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 02N–0062]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Premarket
Notification for a New Dietary
Ingredient
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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 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 procedure by which a manufacturer
or distributor of dietary supplements or
of a new dietary ingredient is to submit
information to FDA upon which it has
based its conclusion that a dietary
supplement containing a new dietary
ingredient will reasonably be expected
to be safe.
DATES: Submit written or electronic
comments on the collection of
information by May 20, 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
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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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ACTION: Notice.

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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