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teleconference requests to CVM on
paper. CVM would like to allow
sponsors to request meetings and
teleconferences in a manner more
efficient and time saving to them. This
final guidance will give sponsors the
option to submit a request for a meeting
or teleconference as an e-mail
attachment by the Internet.

Before submitting requests for
meetings or teleconferences by e-mail,
sponsors should first register and follow
the instructions in the final guidance for
industry (#108) entitled “How to Use E—
Mail to Submit Information to CVM.”

II. Significance of Guidance

This Level 1 final guidance is being
issued consistent with FDA’s good
guidance practices regulation (21 CFR
10.115; 65 FR 56468, September 19,
2000). The final guidance represents the
agency’s current thinking on submitting
a request for a meeting or teleconference
about new animal drug submissions by
e-mail. The final guidance does not
create or confer any rights for or on any
person and will not operate to bind FDA
or the public. An alternative method
may be used if such approach satisfies
the requirements of the applicable
statutes and regulations.

III. Paperwork Reduction Act of 1995

In the document announcing the
availability of the draft version of this
guidance (65 FR 40108), FDA published
notice of the proposed collection of
information related to the guidance. The
Federal Register document also
requested comments on the burden
estimates for the guidance document.
No comments were received on the
estimated annual reporting burden. The
annual reporting burden estimate of 116
hours, therefore remains unchanged. In
the Federal Register of September 21,
2000 (65 FR 57194), the agency
announced that it was submitting the
collection of information to the Office of
Management and Budget (OMB) for
review and clearance under the
Paperwork Reduction Act of 1995. The
information collection provisions
related to this final guidance document
have been approved under OMB control
number 0910-0452. An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a
currently valid OMB control number.
This approval expires November 30,
2003.

V. Comments

As with all of FDA’s guidances, the
public is encouraged to submit written
comments with new data or other new
information pertinent to this final

guidance. FDA will periodically review
the comments in the docket and, where
appropriate, will amend the guidance.
The agency will notify the public of any
such amendments through a notice in
the Federal Register.

Interested persons may, at any time,
submit written comments on the
guidance to the Dockets Management
Branch (address above). Two copies of
any comments are to be submitted,
except individuals may submit one
copy. Comments should be identified
with the docket number found in
brackets in the heading of this
document. The 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 9, 2001.
Ann M. Witt,
Acting Associate Commissioner for Policy.
[FR Doc. 01-3887 Filed 2—15-01; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[Document Identifier: HCFA-565]

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

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, has submitted to the
Office of Management and Budget
(OMB) the following proposal for the
collection of information. Interested
persons are invited to send comments
regarding the 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: Extension of a currently
approved collection; Title of
Information Collection: Medicare
Qualification Statement for Federal
Employees and Supporting Regulations
in 42 CFR 406.15; Form No.: HCFA-565

(OMB# 0938-0501); Use: The HCFA—
565 is completed by an individual filing
for hospital insurance (HI) benefits (Part
A) based upon their federal
employment. This information is
necessary to determine if HCFA/SSA
can use federal employment prior to
1983 to qualify for free Part A. The data
is passed to the HI master record, the
Enrollment Data Base (EDB). An HI
record showing appropriate entitlement
is established and if applicable, a
Medicare card is issued. Frequency:
Other (one time only); Affected Public:
Individuals or Households, Federal
Government, and State, Local, or Tribal
Government; Number of Respondents:
4,300; Total Annual Responses: 4,300;
Total Annual Hours: 731.

To obtain copies of the supporting
statement 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 and phone number, 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 30 days of this notice directly to
the OMB Desk Officer designated at the
following address: OMB Human
Resources and Housing Branch,
Attention: Allison Eydt, New Executive
Office Building, Room 10235,
Washington, DC 20503.

Dated: January 30, 2001.
John P. Burke, III,

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

[FR Doc. 01-3972 Filed 2—15-01; 8:45 am]
BILLING CODE 4120-03-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
[Document Identifier: HCFA-10011]

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

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, has submitted to the
Office of Management and Budget
(OMB) the following proposal for the
collection of information. Interested
persons are invited to send comments
regarding the burden estimate or any
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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: Stages
of Change Survey for Informed Choice
in the Medicare Population;

Form No.: HCFA-10011 (OMB# 0938—
NEW)

Use: This is a survey of Medicare
beneficiaries in the first step in the
application the Transtheoretical Model
(the “stage model”) to informed choice
in the Medicare population. The
Transtheoretical Model has been
applied and proven effective in
facilitating behavior change in a wide
range of health behaviors including
smoking cessation, mammography
screening, and safe sex. This work will
yield psychometrically sound and
externally valid measures of
beneficiaries’ readiness to make
informed choices about health plans,
and provide information to HCFA to
assist with its national educational
campaign to inform beneficiaries about
their choices. Stages of Change
measures will be administered to 560
Medicare beneficiaries’ readiness to
make informed choices about health
plans, and provide information to guide
HCFA'’s National Medicare Education
Program (NMEP).;

Frequency: Other: One-time survey;

Affected Public: Individuals or
Households;

Number of Respondents: 560;

Total Annual Responses: 560;

Total Annual Hours: 327.

To obtain copies of the supporting
statement 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 and phone number, 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 30 days of this notice directly to

the OMB Desk Officer designated at the
following address: OMB Human
Resources and Housing Branch,
Attention: Allison Eydt, New Executive
Office Building, Room 10235,
Washington, DC 20503.

Dated: January 25, 2001.
John P. Burke III,
HCFA Reports Clearance Officer, HCFA,
Office of Information Services, Security and
Standards Group, Division of HCFA
Enterprise Standards.
[FR Doc. 01-3973 Filed 2—15-01; 8:45 am)]
BILLING CODE 4120-03-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4652-N-02]

Notice of Proposed Information
Collection for Public Comment for the
Analysis of Proposed Main
Construction Contract

AGENCY: Office of the Assistant
Secretary for Public and Indian
Housing, 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 17,
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:
Mildred M. Hamman, Reports Liaison
Officer, Public and Indian Housing,
Department of Housing and Urban
Development, 451 7th Street, SW.,
Room 4238, Washington, DC 20410-
5000.

FOR FURTHER INFORMATION CONTACT:
Mildred M. Hamman, (202) 708—3642,
extension 4128, for copies of the
proposed forms and other available
documents. (This is not a toll-free
number).

SUPPLEMENTARY INFORMATION: The
Department will submit 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 of
information is necessary for the proper
collection of information 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
through 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: Analysis of
Proposed Main Construction Contract.

OMB Control Number: 2577-0037.

Description of the need for the
information and proposed use: Under
the Annual Contribution Contract
(ACCQC), Public Housing Agencies (PHAS)
must prepare and submit main
construction contracts and other
contracts for projects being developed,
or proposed to be developed under the
Low-Income Housing Program. HUD
will use the information to approve
construction bids and budgets prior to
awarding PHA’s construction contracts.

Agency form number: HUD-52396.

Members of affected public: State or
Local Government.

Estimation of the total number of
hours needed to prepare the information
collection including number of
respondents, frequency of response, and
hours of response: 114 respondents,
annually, 2 hours average per response;
total annual reporting burden 248 hours.

Status of the proposed information
collection: Extension, without change.

Authority: Section 3506 of the Paperwork
Reduction Act of 1995, 44 U.S.C. Chapter 35,
as amended.

Dated: February 9, 2001.

Gloria Cousar,
Acting General Deputy, Assistant Secretary
for Public and Indian Housing.

BILLING CODE 4210-33-M
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