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draft guidance represents the agency’s
current thinking on immunotoxicology
evaluation of INDs. 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above) written comments on the draft
guidance.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 The draft
guidance and received comments are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.

III. 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: May 4, 2001.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 01-11879 Filed 5—10-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[Document Identifier: HCFA—10040]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration, Health and Human
Services.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated

burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: New collection; Title of
Information Collection: NMEP Regional
Survey of Medicare Beneficiaries; Form
No.: HCFA-10040 (OMB# 0938-NEW);
Use: HCFA is proposing to conduct a
survey by selecting 2,000 Medicare
beneficiaries per HCFA region from
HCFA'’s administrative databases with
oversampling for underserved
populations as a part of the continuous
assessment on the knowledge and
understanding of the Medicare program
and the NMEP/Medicare+Choice
outreach and educational efforts to
systematically quantify current
knowledge and awareness and to assess
future direction; Frequency: On
occasion; Affected Public: Individuals or
households, Business or other for-profit,
Not-for-profit institutions; Number of
Respondents: 20,000; Total Annual
Responses: 20,000; Total Annual Hours:
5,000.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access HCFA’s Web
Site address at http://www.hcfa.gov/
regs/prdact95.htm, or E-mail your
request, including your address, phone
number, OMB number, and HCFA
document identifier, to
Paperwork@hcfa.gov, or call the Reports
Clearance Office on (410) 786—1326.
Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the HCFA Paperwork Clearance Officer
designated at the following address:
HCFA, Office of Information Services,
Security and Standards Group, Division
of HCFA Enterprise Standards,
Attention: Julie Brown, Room N2-14—
26, 7500 Security Boulevard, Baltimore,
Maryland 21244-1850.

Dated: May 2, 2001.
John P. Burke III,

Reports Clearance Officer, Security and
Standards Group, Division of HCFA
Enterprise Standards.

[FR Doc. 01-11869 Filed 5—-10-01; 8:45 am]
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

HRSA AIDS Advisory Committee;
Notice of Meeting; Correction

In Federal Register Document 01—
10229 appearing on page 20820 in the
issue for Wednesday, April 25, 2001, the
location of the meeting scheduled on
June 4, 2001, from 8:30 a.m.—5 p.m. has
changed. This meeting will be held at:
Holiday Inn Select (Conference
Plaza),130 Claremont Avenue,Decatur,
Georgia 30030,Telephone: 800-225—
6079.

Dated: May 7, 2001.

Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 01-11880 Filed 5-10-01; 8:45 am)]
BILLING CODE 4160-15-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR—4650-N—34]
Notice of Submission of Proposed

Information Collection to OMB; Annual
Lead-Based Paint Activity Report

AGENCY: Office of the Chief Information
Officer, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
has been submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.

DATES: Comments Due Date: June 11,
2001.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
approval number (2577—0090) and
should be sent to: Joseph F. Lackey, Jr.,
OMB Desk Officer, Office of
Management and Budget, Room 10235,
New Executive Office Building,
Washington, DC 20503.

FOR FURTHER INFORMATION CONTACT:
Wayne Eddins, Reports Management
Officer, Q, Department of Housing and
Urban Development, 451 Seventh Street,
Southwest, Washington, DC 20410; e-
mail Wayne_Eddins@HUD.gov;
telephone (202) 708—2374. This is not a
toll-free number. Copies of the proposed
forms and other available documents
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submitted to OMB may be obtained
from Mr. Eddins.

SUPPLEMENTARY INFORMATION: The
Department has submitted the proposal
for the collection of information, as
described below, to OMB for review, as
required by the Paperwork Reduction
Act (44 U.S.C. Chapter 35). The Notice
lists the following information: (1) The
title of the information collection
proposal; (2) the office of the agency to
collect the information; (3) the OMB
approval number, if applicable; (4) the
description of the need for the
information and its proposed use; (5)
the agency form number, if applicable;
(6) what members of the public will be
affected by the proposal; (7) how
frequently information submissions will

be required; (8) an estimate of the total
number of hours needed to prepare the
information submission including
number of respondents, frequency of
response, and hours of response; (9)
whether the proposal is new, an
extension, reinstatement, or revision of
an information collection requirement;
and (10) the name and telephone
number of an agency official familiar
with the proposal and of the OMB Desk
Officer for the Department. This Notice
also lists the following information:
Title of Proposal: Annual Lead-Based
Paint Activity Report.
OMB Approval Number: 2577—0090.
Form Numbers: HUD-52850.
Description of the Need for the
Information and Its Proposed Use:

Public housing agencies (PHAs) and
Tribally Designation Housing Entities
(TDHES) are requried to maintain
records on tenant notificaiton, testing
and abatement activities. These agencies
are also required to provide tenants and
purchasers a copy of all positive lead-
based paint test results. HUD needs the
information to assure statutory and
regulatory compliance with the Lead-
Based Paint Poisoning Prevention Act
(LBPPPA). HUD reports the information
to Congress as required by statute.

Respondents: Individual or
households, State, Local or Tribal
Government

Frequency of Submission: Annually.

Number of Frequency of Hours per _
respondents response response = Burden hours
Reporting BUIdEN .........cccoiiiiiiiiiiieie e 3,100 1 1 3,100

Total Estimated Burden Hours: 3,100.

Status: Reinstatement, without
change.

Authority: Section 3507 of the Paperwork
Reduction Act of 1995, 44 U.S.C. 35, as
amended.

Dated: May 4, 2001.

Donna L. Eden,

Director, Office of Investment Strategies,
Policy and Management.

[FR Doc. 01-11958 Filed 5-10-01; 8:45 am]
BILLING CODE 4210-01-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4650-N-35]

Notice of Submission of Proposed
Information Collection to OMB;
Economic Opportunities for Low- and
Very Low-Income Persons

AGENCY: Office of the Chief Information
Officer, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
has been 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: June 11,
2001.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
approval number (2529-0043) and
should be sent to: Joseph F. Lackey, Jr.,
OMB Desk Officer, Office of
Management and Budget, Room 10235,
New Executive Office Building,
Washington, DC 20503.

FOR FURTHER INFORMATION CONTACT:
Wayne Eddins, Reports Management
Officer, Q, Department of Housing and
Urban Development, 451 Seventh Street,
Southwest, Washington, DC 20410; e-
mail Wayne_Eddins@HUD.gov;
telephone (202) 708—2374. This is not a
toll-free number. Copies of the proposed
forms and other available documents
submitted to OMB may be obtained
from Mr. Eddins.

SUPPLEMENTARY INFORMATION: The
Department has submitted the proposal
for the collection of information, as
described below, to OMB for review, as
required by the Paperwork Reduction
Act (44 U.S.C. Chapter 35). The Notice
lists the following information: (1) The
title of the information collection
proposal; (2) the office of the agency to
collect the information; (3) the OMB
approval number, if applicable; (4) the
description of the need for the
information and its proposed use; (5)
the agency form number, if applicable;
(6) what members of the public will be

affected by the proposal; (7) how
frequently information submissions will
be required; (8) an estimate of the total
number of hours needed to prepare the
information submission including
number of respondents, frequency of
response, and hours of response; (9)
whether the proposal is new, an
extension, reinstatement, or revision of
an information collection requirement;
and (10) the name and telephone
number of an agency official familiar
with the proposal and of the OMB Desk
Officer for the Department.

This Notice also lists the following
information:

Title of Proposal: Economic
Opportunities for Low- and Very Low-
Income Persons.

OMB Approval Number: 2529-0043.

Form Numbers: HUD-60002 and
Form HUD-958.

Description of the Need for the
Information and Its Proposed Use: This
information collection will facilitate the
collection of Section 3 information to
assess the impact of HUD-assisted
activities on enhancing the employment
opportunities for lower income persons
and the use of businesses that employ
low-income persons.

Respondents: Business or other for-
profit, Not-for-profit institutions, State,
Local or Tribal Government.

Frequency of Submission: Annually.

Number of Frequency of Hours per _
respondents response response = Burden hours
RepOrting BUIEN ........ccccuiieiiiie e eeee e e e 58,593 1 2 117,186
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