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and received comments may be seen in
the office above between 9 a.m. and 4
p.m., Monday through Friday.
III. Electronic Access

Copies of these guidance documents
also are available on the Internet at
http://www.cfsan.fda.gov//dms/
guidance.html. Submit electronic
comments to http://www.fda.gov/
dockets/ecomments.

Dated: January 3, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—542 Filed 1-4-02; 4:12 pm]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98N-0044]
Small Entity Compliance Guide:

“Structure/Function Claims;”
Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a small entity compliance
guide (SECG) for a final rule published
in the Federal Register of January 6,
2000 (65 FR 1000), entitled “Regulations
on Statements Made for Dietary
Supplements Concerning the Effect on
the Structure or Function of the Body.”
This SECG is intended to set forth the
requirements of that final rule in plain
language and to help small businesses
understand the regulation.

DATES: Submit written or electronic
comments on the SECG at any time.
ADDRESSES: Submit written comments
concerning this SECG to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
Submit electronic comments to http://
www.fda.gov/dockets/ecomments.
Submit written requests for single
copies of the SECG to the Industry
Activities Staff (HFS—-565), Center for
Food Safety and Applied Nutrition,
Food and Drug Administration, 200 C
St. SW., Washington, DC 20204. Send
one self-adhesive address label to assist
that office in processing your request.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
SECG.

FOR FURTHER INFORMATION CONTACT:
Robert Moore, Center for Food Safety
and Applied Nutrition (HFS-811), Food

and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202-205—4605,
FAX 202-205-4594.

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 6, 2000 (65
FR 1000), FDA issued a final rule
defining the types of statements that can
be made concerning the effect of a
dietary supplement on the structure or
function of the body. The regulation
also established criteria for determining
when a statement about a dietary
supplement is a claim to diagnose, cure,
mitigate, treat, or prevent disease. The
final rule clarified the types of claims
that may be made for dietary
supplements without prior review by
FDA and the types of claims that require
prior authorization as health claims or
prior approval as drug claims. This final
rule became effective February 7, 2000.

FDA examined the economic
implications of that final rule as
required by the Regulatory Flexibility
Act (5 U.S.C. 601-602). The agency
determined that the final rule would
have a significant economic impact on
a substantial number of small entities.

In compliance with section 212 of the
Small Business Regulatory Enforcement
Fairness Act (Public Law 104-121), FDA
is making available this SECG stating in
plain language the requirements of this
regulation.

FDA is issuing this SECG as level 2
guidance consistent with FDA’s good
guidance practices regulation (21 CFR
10.115(c)(2)). The SECG represents the
agency’s current thinking on the subject.
It does not create or confer any rights for
or on any person and does not operate
to bind FDA or the public. An
alternative approach may be used if
such approach satisfies the
requirements of the applicable statutes
and regulations.

I. Comments

Interested persons may, at any time,
submit written or electronic comments
on the SECG entitled ““Structure/
Function Claims; Small Entity
Compliance Guide” to the Dockets
Management Branch (address above).
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments should be
identified with the docket number
found in brackets in the heading of this
document. A copy of the SECG and
received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

I1. Electronic Access

Copies of the SECG may also be
viewed on a personal computer with
access to the Internet. The Center for

Food Safety and Applied Nutrition’s

home page includes the SECG, which

can be found at http://

www.cfsan.fda.gov/dms/guidance.html.
Dated: December 26, 2001.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02—451 Filed 1-8—01; 8:45 am]

BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
National Heart, Lung, and Blood
Advisory Council.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications
and/or contract proposals and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Heart, Lung,
and Blood Advisory Council.

Date: February 7-8, 2002.

Open: February 7, 2002, 8:30 a.m. to 2 p.m.

Agenda: For discussion of program policies
and issues.

Place: National Institutes of Health, 9000
Rockville Pike, Building 31, Conference
Room 10, Bethesda, MD 20892.

Closed: February 7, 2002, 2 p.m. to
Adjournment.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 9000
Rockville Pike, Building 31, Conference
Room 10, Bethesda, MD 20892.

Contact Person: Deborah P. Beebe, PhD,
Director, Division of Extramural Affairs,
National Heart, Lung, and Blood Institute,
National Institutes of Health, Two Rockledge
Center, Room 7100, 6701 Rockledge Drive,
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Bethesda, MD 20892, 301/435-0260,
beebed@nhlbi.nih.gov.

Information is also available on the
Institutes’s/Center’s homepage:
www.nhlbi.nih.gov/meetings/index.htm,
where an agenda and any additional
information for the meeting will be posted
when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: January 2, 2002.
Anna Snouffer,

Deputy Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—476 Filed 1-8—02; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Heart, Lung,
and Blood Institute Special Emphasis Panel

SLEEP AND SLEEP DISORDERS IN
CHILDREN.

Date: February 20, 2002.

Time: 8 a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Sheraton Columbia Hotel, 10207
Wincopin Circle, Columbia, MD 21044.

Contact Person: Arthur N. Freed, PhD,
Review Branch, Room 7190, Division of
Extramural Affairs, National Heart, Lung, and
Blood Institute, National Institutes of Health,
Bethesda, MD 20892.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: January 3, 2002.
Anna Snouffer,

Deputy Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—477 Filed 1-8—02; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

Migratory Bird Permits; Draft
Environmental Impact Statement on
Double-Crested Cormorant
Management

AGENCY: U.S. Fish and Wildlife Service,
Interior.

ACTION: Notice of meetings.

SUMMARY: The U.S. Fish and Wildlife
Service (Service or we) announces the
rescheduling of two of the public
meetings associated with the comment
period for a Draft Environmental Impact
Statement (DEIS) on double-crested
cormorant management. The DEIS has
been prepared under the authority of the
National Environmental Policy Act and
the Migratory Bird Treaty Act and
analyzes the potential environmental

impacts of several management
alternatives to address conflicts
associated with double-crested
cormorants. This notice identifies the
locations, dates, and times of public
meetings and identifies the Service
official to whom comments may be
directed.

DATES: Written comments regarding the
DEIS should be submitted by February
28, 2002, to the address below. Dates
and times for ten public meetings are
listed in the table under SUPPLEMENTARY
INFORMATION.

ADDRESSES: Requests for copies of the
DEIS should be mailed to Chief,
Division of Migratory Bird Management,
U.S. Fish and Wildlife Service, 4401 N.
Fairfax Dr., Room 634, Arlington, VA
22203. Written comments on the DEIS
can be sent by the following two
methods:

(1) By mail to the above address; or

(2) by email to:
cormorant_eis@fws.gov.

Please include your name and mailing
address in all comments submitted;
anonymous comments will not be
considered. The public meetings will be
held at the locations listed in the table
under SUPPLEMENTARY INFORMATION.

FOR FURTHER INFORMATION CONTACT: Jon
Andrew, Division of Migratory Bird
Management, (703) 358-1714.

SUPPLEMENTARY INFORMATION: On
December 19, 2001, we published a
notice of meetings in the Federal
Register announcing ten public
meetings associated with the comment
period for a DEIS on double-crested
cormorant management. Because of a
conflict with the previously-scheduled
meeting dates and the World
Aquaculture Association annual
meeting, we are rescheduling the Little
Rock, Arkansas, and Jackson,
Mississippi, meetings. These are listed
in the table below.

Date City Location Time
January 7, 2002 .... | Green Bay, WiISCONSIN .......cccceoviiiiiiiiriiiiee e Ramada Plaza Hotel 2750 Ramada Way ................. 7:00 PM
January 8, 2002 .... | Mackinaw City, Michigan ............cccoeoiiniiiiiniieennienn. Hamilton Inn Select 701 S. Huron Avenue ............... 7:00 PM
January 16, 2002 .. | Washington, DC .........ccccciiieiniiienee e Main Interior Building Auditorium 1849 C Street, | 10:00 AM

NW.
February 4, 2001 .. | Athens, TEXAS .....ceeiiiieeiiiieeiiieeeriieeeeiree et e e Texas Freshwater Fisheries Center 5550 Flat Creek | 7:00 PM
Road (Farm Road 2495).
February 5, 2002 .. | Jackson, MiSSISSIPPI ..eccveevrerireenieeeieeniee e Clarion Hotel and Convention Center 400 Greymont | 6:00 PM
Avenue.
February 6, 2002 .. | Little Rock, Arkansas .........cc.ccccevvieeeniieeiniiienniee e University of Arkansas Division of Agriculture Coop- | 6:00 PM
erative Extension Service 2301 S. University Ave-
nue.
February 11, 2002 | South Burlington, Vermont ...........cccccveevieiiinenieennne. Clarion Hotel 1117 Williston Road ........cccccceoeernenee 7:00 PM
February 12, 2002 | Watertown, New York ........... Dulles State Office Building 317 Washington Street | 7:00 PM
February 13, 2002 | Syracuse, New York .... Sheraton University Hotel 801 University Avenue .... | 7:00 PM
February 19, 2002 | Portland, Oregon .......cccoccueeiiiiieiiiie e Doubletree Hotel—Lloyd Center 1000 NE Mult- | 7:00 PM
nomah.
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