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number (1192) followed by the pound
sign (#). Follow the remaining voice
prompts to complete your request.

Persons interested in obtaining a copy
of the draft guidance may also do so
using the Internet. CDRH maintains an
entry on the Internet for easy access to
information including text, graphics,
and files that may be downloaded to a
personal computer with Internet access.
Updated on a regular basis, the CDRH
home page includes “Special Control
Guidance Document on Encapsulated
Amalgam, Amalgam Alloy, and Dental
Mercury Labeling,” device safety alerts,
Federal Register reprints, information
on premarket submissions (including
lists of approved applications and
manufacturers’ addresses), small
manufacturers’ assistance, information
on video conferencing and electronic
submissions, Mammography Matters,
and other device-oriented information.
The CDRH home page may be accessed
at http://www.fda.gov/cdrh.

IV. Comments

Interested persons may submit to the
Dockets Management Branch (address
above) written or electronic comments
regarding this draft guidance by May 21,
2002. 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 The draft guidance and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.

Dated: February 7, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02—4029 Filed 2—19-02; 8:45 am]|
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 02D-0003]

Draft Guidance for Industry on
Exercise-Induced Bronchospasm
(EIB)—Development of Drugs to
Prevent EIB; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance for
industry entitled “Exercise-Induced
Bronchospasm (EIB)—Development of
Drugs to Prevent EIB.” The draft

guidance is intended to assist sponsors
in developing clinical trials for drugs
that prevent EIB. The draft guidance
addresses the types of trials that should
be performed. It also discusses such
issues as exercise testing, efficacy end
points, and statistical analyses.

DATES: Submit written or electronic
comments on the draft guidance by
April 22, 2002. General comments on
agency guidance documents are
welcome at any time.

ADDRESSES: Submit written requests for
single copies of the guidance to the
Division of Drug Information (HFD—
240), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. Send one self-
addressed adhesive label to assist that
office in processing your requests.
Submit written comments on 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:
Sandra L. Barnes, Center for Drug
Evaluation and Research (HFD-570),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1050.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft guidance for industry entitled
“Exercise-Induced Bronchospasm
(EIB)—Development of Drugs to Prevent
EIB.” This draft guidance is intended to
assist sponsors in designing clinical
development programs to achieve an
indication for the “prevention” of EIB.
Drugs that are given chronically to
control asthma may also lessen the
propensity to develop EIB, as a general
consequence of decreasing bronchial
hyperreactivity. An important
distinction is made, however, between
such chronically administered drugs
and shorter acting drugs that are given
acutely to prevent or treat EIB. This
guidance document is intended to
provide trial design suggestions to help
guide sponsors who are interested in
developing drugs that are given acutely
to prevent EIB.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the agency’s current thinking
on EIB and the development of drugs to

prevent EIB. 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.

II. Comments

Interested persons may submit to the
Dockets Management Branch (address
above) 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.

II1. Electronic Access

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

Dated: January 30, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02—4090 Filed 2—19-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Fiscal Year (FY) 2002 Funding
Opportunities

AGENCY: Substance Abuse and Mental
Health Services Administration, HHS.

ACTION: Notice of Funding Availability.

SUMMARY: The Substance Abuse and
Mental Health Services Administration
(SAMHSA) Center for Mental Health
Services (CMHS) announces the
availability of FY 2002 funds for grants
for the following activity. This notice is
not a complete description of the
activity; potential applicants must
obtain a copy of the Guidance for
Applicants (GFA), including Part I,
Partnerships for Youth Transition, and
Part II, General Policies and Procedures
Applicable to all SAMHSA Applications
for Discretionary Grants and
Cooperative Agreements, before
preparing and submitting an
application.

ACtiVity .o Partnerships for Youth

Transition
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Application Deadline .... April 11, 2002

Est. Funds FY 2001 ....... $2 million
Est. No. of Awards ........ 4-5
Project Period ................ 4 years

The actual amount available for the
award may vary, depending on
unanticipated program requirements
and the number and quality of
applications received. FY 2002 funds for
the activity discussed in this
announcement were appropriated by
Congress under Public Law No. 106—
310. SAMHSA'’s policies and
procedures for peer review and
Advisory Council review of grant and
cooperative agreement application were
published in the Federal Register (Vol.
58, No. 126) on July 2, 1993.

General Instructions: Applicants must
use application form PHS 5161-1 (Rev.
7/00). The application kit contains the
two-part application materials
(complete programmatic guidance and
instructions for preparing and
submitting applications), the PHS 5161—
1 which includes Standard Form 424
(Face Page), and other documentation
and forms. Application kits may be
obtained from: National Mental Health
Services Knowledge Exchange Network
(KEN), PO Box 42490, Washington, DG
20015, Telephone: 1-800—789-2647.

The PHS 5161-1 application form and
the full text of the activity are also
available electronically via SAMHSA'’s
World Wide Web Home Page: http://
www.samhsa.gov

When requesting an application kit,
the applicant must specify the particular
activity for which detailed information
is desired. All information necessary to
apply, including where to submit
applications and application deadline
instructions, are included in the
application kit.

Purpose: Substance Abuse and Mental
Health Services Administration
(SAMHSA) Center for Mental Health
Services (CMHS) announces the
availability of FY 2002 funds for
cooperative agreements to develop,
implement, stabilize, and document
models of comprehensive programs to
help support youth with serious
emotional disturbances or serious
mental illnesses as they enter the period
of emerging adulthood. By the end of
the award period, these models should
be well-positioned to be rigorously
evaluated regarding their effectiveness.

Eligibility: States and political sub-
divisions of States (e.g., State agencies
or departments; County, City, or State
regional agencies; Indian tribes or tribal
organizations as defined in section 4(b)
and section 4(c) of the Indian Self-
determination and Education Assistance
Act) can apply. States are defined in
section 2 of the PHS Act as including,

in addition to the several States, only
the District of Columbia, Guam,
Commonwealth of Puerto Rico,
Northern Mariana Islands, Virgin
Islands, American Samoa, and Trust
Territory of the Pacific Islands (now
Palau, Micronesia, and the Marshall
Islands). Interested parties who do not
meet these criteria, including faith-
based organizations, are encouraged to
partner with an agency or organization
that is eligible to apply as the lead
agency.

Availability of Funds: Approximately
$2 million will be available for 4-5
awards. No more than $500,000 in total
costs (direct and indirect) will be
awarded per cooperative agreement per
year. Actual funding levels will depend
on the availability of funds. SAMHSA
intends to partner with other federal
agencies and private foundations in the
administration and funding of this
program. The possibility exists,
therefore, that money may become
available to fund more sites than are
specified here.

Period of Support: Support should be
requested for 4 years. Annual
continuation awards will depend on the
availability of funds and progress
achieved. Only those programs that
have completed all required products to
the satisfaction of CMHS program staff
at the end of year 2 will be renewed for
years 3 and 4.

Criteria for Review and Funding

General Review Criteria: Competing
applications requesting funding under
this activity will be reviewed for
technical merit in accordance with
established PHS/SAMHSA peer review
procedures. Review criteria that will be
used by the peer review groups are
specified in the application guidance
material.

Award Criteria for Scored
Applications: Applications will be
considered for funding on the basis of
their overall technical merit as
determined through the peer review
group and the appropriate National
Advisory Council review process.
Availability of funds and geographical
distribution of sites will also be award
criteria. No more than one cooperative
agreement will be awarded per State.

Catalog of Federal Domestic
Assistance Number: 93.230.

Program Contact: For questions
concerning program issues contact:
Diane L. Sondheimer, Center for Mental
Health Services, Substance Abuse and
Mental Health Services Administration,
5600 Fishers Lane, Room 11C-16,
Rockville, MD 20857, Telephone: 301—
443-1333, Email:
dsondhei@samhsa.gov.

For questions regarding grants
management issues, contact: Stephen
Hudak, Division of Grants Management,
Substance Abuse and Mental Health
Services Administration, 5515 Security
Lane, Rm 630, Rockville, MD 20852,
(301) 443-9666, E-mail:
shudak@samhsa.gov.

Public Health System Reporting
Requirements: The Public Health
System Impact Statement (PHSIS) is
intended to keep State and local health
officials apprised of proposed health
services grant and cooperative
agreement applications submitted by
community-based nongovernmental
organizations within their jurisdictions.

Community-based nongovernmental
service providers who are not
transmitting their applications through
the State must submit a PHSIS to the
head(s) of the appropriate State and
local health agencies in the area(s) to be
affected not later than the pertinent
receipt date for applications. This
PHSIS consists of the following
information:

a. A copy of the face page of the
application (Standard form 424).

b. A summary of the project (PHSIS),
not to exceed one page, which provides:

(1) A description of the population to
be served.

(2) A summary of the services to be
provided.

(3) A description of the coordination
planned with the appropriate State or
local health agencies.

State and local governments and
Indian Tribal Authority applicants are
not subject to the Public Health System
Reporting Requirements. Application
guidance materials will specify if a
particular FY 2002 activity is subject to
the Public Health System Reporting
Requirements.

PHS Non-use of Tobacco Policy
Statement: The PHS strongly encourages
all grant and contract recipients to
provide a smoke-free workplace and
promote the non-use of all tobacco
products. In addition, Public Law 103—
227, the Pro-Children Act of 1994,
prohibits smoking in certain facilities
(or in some cases, any portion of a
facility) in which regular or routine
education, library, day care, health care,
or early childhood development
services are provided to children. This
is consistent with the PHS mission to
protect and advance the physical and
mental health of the American people.

Executive Order 12372: Applications
submitted in response to the FY 2002
activity listed above are subject to the
intergovernmental review requirements
of Executive Order 12372, as
implemented through DHHS regulations
at 45 CFR part 100. E.O. 12372 sets up
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a system for State and local government
review of applications for Federal
financial assistance. Applicants (other
than Federally recognized Indian tribal
governments) should contact the State’s
Single Point of Contact (SPOC) as early
as possible to alert them to the
prospective application(s) and to receive
any necessary instructions on the State’s
review process. For proposed projects
serving more than one State, the
applicant is advised to contact the SPOC
of each affected State. A current listing
of SPOCs is included in the application
guidance materials. The SPOC should
send any State review process
recommendations directly to: Division
of Extramural Activities, Policy, and
Review, Substance Abuse and Mental
Health Services Administration,
Parklawn Building, Room 17-89, 5600
Fishers Lane, Rockville, Maryland
20857.

The due date for State review process
recommendations is no later than 60
days after the specified deadline date for
the receipt of applications. SAMHSA
does not guarantee to accommodate or
explain SPOC comments that are
received after the 60-day cut-off.

Dated: February 13, 2002.
Richard Kopanda,

Executive Officer, Substance Abuse and
Mental Health, Services Administration.

[FR Doc. 02—4031 Filed 2—19-02; 8:45 am]
BILLING CODE 4162-20-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4739-N-03]

Notice of Proposed Information
Collection: Comment Request

Loan Servicing of all Three Coinsurance
Programs; Section 223(f), Section
221(d), and Section 232

AGENCY: Office of the Assistant
Secretary for Housing-Federal Housing
Commissioner, HUD.

ACTION: Notice.

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: April 22,
2001.

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:
Kimberly R. Sanford, Policy and
Participation Standards Division,
Department of Housing and Urban
Development, 451 7th Street SW.,
Washington, DC 20410, telephone (202)
708-3730 (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: Loan Servicing of all
Three Coinsurance Programs; section
223(f), section 221(d), and section 232.

OMB Control Number, if applicable:
2402-0314.

Description of the need for the
information and proposed use:
Information is needed to review and
evaluate the financial, physical, and
managerial adequacy of multifamily
housing, retirement service centers, and
nursing homes with multi-million dollar
coinsured loans to minimize risks and
to protect these assets and the
Government’s interest.

Agency form numbers, 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 estimated
number of respondents is 16, the
frequency of response is annually,
estimated time to complete response is

67.5 hours, and the total annual burden
requested is 1,080 hours.

Status of the proposed information
collection: Reinstatement, with change,
of a previously approved collection for
which approval has expired.

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

Dated: February 9, 2002.

John C. Weicher,

Assistant Secretary for Housing—, Federal
Housing Commissioner.

[FR Doc. 02—4016 Filed 2—19-02; 8:45 am]
BILLING CODE 4210-27-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

Notice of Meeting of the Klamath
Fisheries Management Council

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of meeting.

SUMMARY: Pursuant to section 10(a)(2) of
the Federal Advisory Committee Act (5
U.S.C. App. ), this notice announces a
meeting of the Klamath Fishery
Management Council, established under
the authority of the Klamath River Basin
Fishery Resources Restoration Act (16
U.S.C. 460ss et seq.). The Klamath
Fishery Management Council makes
recommendations to agencies that
regulate harvest of anadromous fish in
the Klamath River Basin. The objectives
of this meeting are to hear technical
reports, to discuss and develop Klamath
fall chinook salmon harvest
management options for the 2002
season, and to make recommendations
to the Pacific Fishery Management
Council and other agencies. The
meeting is open to the public.

DATES: The Klamath Fishery
Management Council will meet from
3:00 p.m. to 5:00 p.m. on Sunday,
March 10, 2002.

PLACE: The meeting will be held at the
Red Lion Hotel, 1401 Arden Way,
Sacramento, California.

FOR FURTHER INFORMATION CONTACT: Phil
Detrich, Project Leader, 1829 South
Oregon Street, Yreka, California 96097,
telephone (530) 842-5763.
SUPPLEMENTARY INFORMATION: At the
March 10, 2002 meeting, the Klamath
Fishery Management Council may
schedule short follow-up meetings to be
held between March,11, 2002, and
March 15, 2002, at the Red Lion Hotel,
1401 Arden Way, Sacramento,
California, where the Pacific Fishery
Management Council will be meeting.
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