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Instead, the draft guidance refers
readers to the Orange Book appendix C,
‘‘Uniform Terms.’’ Although the Orange
Book appendix C is not binding on the
agency or industry, it does serve as
informal guidance on what the ‘‘same’’
or ‘‘identical’’ dosage form or route of
administration would be.

The draft guidance also updates the
July 1993 interim guidance for
consistency with the agency’s good
guidance practices (GGP’s) regulation
(21 CFR 10.115; 65 FR 56468,
September 19, 2000). The agency
anticipates making additional revisions
to this procedural guidance in the
future.

This Level 1 draft guidance is being
issued consistent with FDA’s GGP’s.
The draft guidance represents the
agency’s current thinking on this topic.
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. The draft guidance will
be updated as appropriate.

Interested persons may submit to the
Dockets Management Branch (address
above) written comments on the draft
guidance at any time. 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 The draft
guidance and received comments are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 13, 2001.
Ann M. Witt,
Acting Associate Commissioner for Policy.
[FR Doc. 01–4311 Filed 2–21–01; 8:45 am]
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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 23,
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 Building, Room 8202,
Washington, DC 20410, telephone (202)
708–5221 (this is not a toll-free number)
for copies of the proposed forms and
other available information.
FOR FURTHER INFORMATION CONTACT:
Beverly J. Miller, Director, Policy and
Participation Standards Division, U.S.
Department of Housing and Urban
Development, 451 7th Street, SW.,
Washington, DC 20410, telephone
number (202) 708–3000, (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 1955 (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: Management
Reviews of Multifamily Projects.

OMB Control Number, if applicable:
2502–0178.

Description of the need for the
information and proposed use: The form
is completed by HUD staff and
Contractor Administrators gathering and
recording information during an on-site
review of the project operations.

Agency form numbers, if applicable:
Form HUD–9834.

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 for HUD staff
and Contract Administrators is 1,120;
the frequency of response is 1, estimated
time to prepare form is approximately 4
hours; and the estimated total annual
burden hours are 4,480.

Status of the proposed information
collection: Reinstatement with change of
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 13, 2001.
Wayne Eddins,
Reports Management Officer, Office of the
Chief Information Officer.
[FR Doc. 01–4384 Filed 2–21–01; 8:45 am]
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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 23,
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:
Elizabeth A. Cocke, Acting Director,
Office of Consumer and Regulatory
Affairs, Department of Housing and
Urban Development, 451 7th Street SW.,
Washington, DC 20410, telephone (202)
708–6409 (this is not a toll free number)
for copies of the proposed forms and
other available information.
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