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found in the brackets in the heading of
this document. A copy of the document
and received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

II1. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www .fda.gov/cber/guidelines.htm or
http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: August 20, 2002.

Margaret M. Dotzel

Associate Commissioner for Policy.

[FR Doc. 02—-23105 Filed 9—11-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 02D-0333]

Draft Guidance for Industry: Juice

HACCP Hazards and Controls
Guidance, First Edition; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance
document entitled “Guidance for
Industry: Juice HACCP Hazards and
Controls Guidance” (first edition) (the
draft guidance). The draft guidance
supports and complements the FDA
regulation that requires a processor of
juice to evaluate its operations using
Hazard Analysis Critical Control Point
(HACCP) principles and, if necessary, to
develop and implement HACCP systems
for its operations. The draft guidance
represents FDA’s views on potential
hazards in juice products and how to
control them, and it is designed to assist
juice processors in the development of
HACCEP plans.

DATES: Submit written or electronic
comments concerning the draft
guidance and collection of information
by November 12, 2002, to ensure
adequate consideration in the
preparation of the final guidance
document. Comments on the draft
guidance may be submitted at any time.
ADDRESSES: Submit written requests for
single copies of the draft guidance to
Michael E. Kashtock, Center for Food
Safety and Applied Nutrition (see FOR
FURTHER INFORMATION CONTACT). Send
two self-addressed adhesive labels to
assist that office in processing your

request. Submit written comments
concerning the draft guidance to the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. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the draft guidance
document.

FOR FURTHER INFORMATION CONTACT:
Michael E. Kashtock, Center for Food
Safety and Applied Nutrition (HFS-
305), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740-3835, 301-436-2022, FAX
301-436-2651, e-mail:
mkashtoc@cfsan.fda.gov.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
the first edition of the draft guidance
entitled “Guidance for Industry: Juice
HACCP Hazards and Controls
Guidance.”

Under the HACCP regulations in part
120 (21 CFR part 120), juice processors
are required to evaluate their operations
using HACCP principles and, if
necessary, to develop and implement
HACCP systems for their operations.
Under § 120.9, juice products are
adulterated under section 402(a)(4) of
the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 342) if a processor or
importer fails to have and implement a
HACCP plan when one is necessary, or
otherwise fails to meet any of the
requirements of the regulations. The
primary purpose of the draft guidance
is: (1) To help processors and importers
of juice products identify the likelihood
that a food safety hazard may occur in
their product, and (2) to guide them in
the preparation of appropriate HACCP
plans for those hazards that are
reasonably likely to occur.

II. Significance of the Guidance

The draft guidance is a level 1
guidance issued consistent with FDA’s
good guidance practices regulations (21
CFR 10.115). The draft guidance
represents the agency’s current thinking
on the potential hazards that are
associated with various juice products
and processing operations, and how the
occurrence of these hazards can be
avoided with HACCP controls when
they are reasonably likely to occur, as
required under part 120. 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 statute and regulations.

This draft guidance contains
information collection provisions that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501—-3520). The collection of
information in the draft guidance has
been submitted to OMB for review and
was approved under OMB control
number 0910-0466.

III. Comments

Interested persons may submit to the
Dockets Management Branch (see
ADDRESSES) written or electronic
comments on the draft guidance. Two
copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. The draft guidance and
received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m. Monday through Friday.

IV. Electronic Access

Persons with access to the Internet
may obtain the draft guidance document
at http://www.cfsan.fda.gov/~dms/
guidance.html.

Dated: August 29, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—23106 Filed 9—-11-02; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

The President’s New Freedom
Commission on Mental Health; Notice
of Meeting

Pursuant to Executive Order 13263,
notice is hereby given of a meeting of
the President’s New Freedom
Commission on Mental Health in
October 2002.

The meeting will be open and will
consider how to accomplish the
Commission’s mandate to conduct a
comprehensive study of the United
States mental health service delivery
system and to make recommendations
on improving the delivery of public and
private mental health services for adults
and children. The Commission meeting
will focus on issues relating to the
Interim Report, which the Commission
is required to send to the President by
the end of October.
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Attendance by the public will be
limited to space available. Public
comments are welcome. Please
communicate with the individual listed
as contact below to make arrangements
to comment or to request special
accommodations for persons with
disabilities.

Additional information and a roster of
Commission members may be obtained
either by accessing the Commission
Web site,
www.mentalhealthcommaission.gov, or
by communicating with the contact
whose name and telephone number is
listed below.

Committee Name: The President’s New
Freedom Commission on Mental Health.
Meeting Date/Time:

Open: October 2, 2002, 4:30 p.m. to 6

p.m.
Open: October 3, 2002, 8:30 a.m. to
4:30 p.m.
Open: October 4, 2002, 8:30 a.m. to
1:30 p.m.

Place: Crystal Gateway Marriott, 1700
Jefferson Davis Highway, Arlington, Virginia
22202.

Contact: Claire Heffernan, Executive
Secretary, 5600 Fishers Lane, Parklawn
Building, Room 13C-26, Rockville, MD
20857, Telephone: (301) 443—-1545; Fax: (301)
480-1554 and, e-mail: Cheffern@samhsa.gov,
Web site: www.mentalhealthcommission.gov.

Dated: September 6, 2002.
Toian Vaughn,
Committee Management Officer, Substance
Abuse and Mental Health Services
Administration.
[FR Doc. 02—-23107 Filed 9-11-02; 8:45 am]|
BILLING CODE 4162-20-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Statement of Organization, Functions,
and Delegations of Authority

Part M of the Substance Abuse and
Mental Health Services Administration
(SAMHSA) Statement of Organization,
Functions, and Delegations of Authority
for the Department of Health and
Human Services as amended most
recently at 67 FR 45136, July 8, 2002 is
amended to: Abolish the Office of
Evaluation, Scientific Analysis, and
Synthesis (OESAS); replace the
functional statement of two divisions of
the Center for Substance Abuse
Treatment (CSAT), the Division of State
and Community Assistance and the
Division of Services Improvement. The
changes are to update and realign CSAT
organizational structure to strengthen
CSAT’s programs and allow CSAT to

more effectively use its resources. The
changes are as follows:

Section M.20, Functions is amended
as follows:

Under the heading, Office of
Evaluation, Scientific Analysis, and
Synthesis (MTC), delete the functional
statement.

Under the heading, Division of
Services Improvement (MTB), delete the
functional statement and substitute the
following functional statement:

(1) Develops, plans, implements, and
monitors national treatment capacity
expansion and knowledge adoption
program designed to improve treatment
services throughout the United States,
including services in other systems of
care; (2) provides leadership and
guidance to CSAT on the organization
and financing of services for substance
abuse treatment, HIPAA, and adoption
of evidenced-based practices; (3)
collaborates on the development of
Guidances for Applications (GFAs) and
Requests for Contracts for the national
treatment capacity expansion and
services improvement agenda; (4)
monitors grants, cooperative
agreements, contracts, interagency
agreements, and memoranda of
understanding for treatment capacity
expansion, knowledge adoption, and
services improvement; (5) supports the
development and testing of performance
measures for public and private
managed care plans and other systems
of care; (6) collects, analyzes, and
disseminates data and information
pertaining to public and private
financing and expenditures for
treatment services; (7) identifies the
need for, develops, and provides
technical assistance to grantees, other
service providers and systems of care,
and others on adoption of evidence-
based practices, capacity expansion, and
organization and financing of services;
(8) establishes and maintains
collaborative relationships with other
Federal, State, and local governmental
agencies, national organizations, and
constituency groups; (9) maintains
internal expertise and collaborates with
national experts on the science-to-
services agenda; (10) develops funding
levels for Division programs and
activities; (11) provides guidance and
oversight of training services for
treatment professionals; and (12)
provides leadership on workforce
development activities.

Under the heading, Division of State
and Community Assistance (MTE),
delete the functional statement and
substitute the following functional
statement:

(1) Administers the Substance Abuse
Prevention and Treatment (SAPT) Block

Grant Program, including oversight and
approval of Block Grant applications
and maintenance of effort (MOE) issues;
(2) administers the Substance Abuse
Performance Partnership Grant (PPG),
negotiating PPG agreements with States;
(3) monitors and ensures State
compliance with legislative and
regulatory provisions which apply to
PPG funds at State and provider levels;
(4) provides guidance and technical
assistance to States in preparation of
State substance abuse plans; (5)
conducts performance reviews of State
agencies and treatment programs; (6)
works closely with data and evaluation
to assure proper reporting and data
integrity; (7) administers the State
Incentive Grant program for co-
occurring disorders and the TCE grant
program for co-occurring disorders; (8)
works collaboratively with the Division
of Services Improvement on
performance measurement, GPRA, and
HIPAA issues; and (9) serves as focus
for State and local data infrastructure
development issues.

Section M.40, Delegations of
Authority: All delegations and
redelegations of authority to officers and
employees of SAMHSA which were in
effect immediately prior to the effective
date of this reorganization shall
continue in them.

These organizational changes are
effective August 12, 2002.

Dated: September 5, 2002.
Charles Curie,
Administrator.
[FR Doc. 02—23150 Filed 9-11-02; 8:45 am]
BILLING CODE 4160-01-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

Notice of Availability of the Final
Recovery Plan for the California Red-
Legged Frog

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of document availability.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service) announce the
availability of a final recovery plan for
the California red-legged frog (Rana
aurora draytonii). The population of
this subspecies of red-legged frog has
been extirpated from 70 percent of its
former range and is now found in
coastal drainages of central California
from Marin County, California, south to
northern Baja California, Mexico.
Actions needed for recovery include: (1)
Protection of known populations and
reestablishment of populations; (2)
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