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recommendations described in the
document are for blood establishments
that use either nontreponemal-based or
treponemal-based screening assays to
test donors for serological evidence of
syphilis infection. These
recommendations, when finalized, will
replace previous recommendations
contained in a Memorandum to
Registered Blood Establishments dated
December 12, 1991.

DATES: Submit written or electronic
comments on the draft guidance by
September 24, 2003, to ensure their
adequate consideration in preparation of
the final guidance. General comments
on agency guidance documents are
welcome at any time.

ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Office of Communication, Training, and
Manufacturers Assistance (HFM—40),
Center for Biologics Evaluation and
Research (CBER), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852-1448. Send one
self-addressed adhesive label to assist
the office in processing your requests.
The draft guidance may also be obtained
by mail by calling the CBER Voice
Information System at 1-800—-835-4709
or 301-827-1800. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the draft guidance
document.

Submit written comments on the draft
guidance to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION CONTACT:
Joseph L. Okrasinski, Jr., Center for
Biologics Evaluation and Research
(HFM-17), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852-1448, 301-827—
6210.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft document entitled “Guidance for
Industry: Revised Recommendations for
Donor and Product Management Based
on Screening Tests for Syphilis” dated
June 2003. The draft guidance document
provides specific recommendations for
donor testing and management, and
product disposition when using
screening tests for syphilis. The
recommendations are for blood
establishments that use either
nontreponemal-based or treponemal-
based screening assays for serological
evidence of syphilis infection. These
recommendations, when finalized, will

replace the previous recommendations
contained in a Memorandum to
Registered Blood Establishments dated
December 12, 1991.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
This draft guidance document
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 requirement
of the applicable statutes and
regulations.

II. Comments

The draft guidance is being
distributed for comment purposes only
and is not intended for implementation
at this time. Interested persons may
submit to the Division of Dockets
Management (see ADDRESSES) written or
electronic comments regarding the draft
guidance. Submit written or electronic
comments to ensure adequate
consideration in preparation of the final
guidance. Submit a single copy of
electronic comments or two paper
copies of any mailed comments, except
that individuals may submit one paper
copy. Comments should be identified
with the docket number found in
brackets in the heading of this
document. A copy of the draft guidance
and received comments are available for
public examination in the Division of
Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

III. Electronic Access

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

Dated: June 18, 2003.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 03-16241 Filed 6—25—-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Customs and Border
Protection

Agency Information Collection
Activities: Comment Request

Action: 60-day notice of information
collection under review; Report of
Compliant; Form 1-847.

The Department of Homeland
Security (DHS), Bureau of Immigration
and Customs Enforcement has

submitted the following information
collection request for review and
clearance in accordance with the
Paperwork Reduction Act of 1995. The
proposed information collection is
published to obtain comments from the
public and affected agencies. Comments
are encouraged and will be accepted for
sixty days until August 25, 2003.

Written comments and suggestions
from the public and affected agencies
concerning the proposed collection of
information should address one or more
of the following four points:

(1) Evaluate whether the proposed
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
agencies estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

(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,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

Overview of this information
collection:

(1) Type of Information Collection:
Extension of a currently approved
collection.

(2) Title of the Form/Collection:
Report of Complaint.

(3) Agency form number, if any, and
the applicable component of the
Department of Justice sponsoring the
collection: Form 1-847. Border Patrol
Division, Bureau of Customs and Border
Protection.

(4) Affected public who will be asked
or required to respond, as well as a brief
abstract: Primary: Individuals or
Households. This form is used to
establish a record of complaint and to
initiate an investigation of misconduct
by an officer of the DHS.

(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond: 250 responses at 15 minutes
(.25 hours) per response.

(6) An estimate of the total public
burden (in hours) associated with the
collection: 63 annual burden hours.

If you have additional comments,
suggestions, or need a copy of the
proposed information collection
instrument with instructions, or
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additional information, please contact
Richard A. Sloan 202-514-3291,
Director, Regulations and Forms
Services Division, U.S. Department of
Homeland Security, 425 I Street, NW.,
Room 4304, Washington, DC 20536.
Additionally, comments and/or
suggestions regarding the item(s)
contained in this notice, especially
regarding the estimated public burden
and associated response time may also
be directed to Mr. Richard A. Sloan.

If additional information is required
contact: Mr. Lewis Oleinick, Department
Clearance Officer, U.S. Department of
Homeland Security, 1800 G Street, NW.,
10th Floor, Washington, DC 20530.

Dated: June 12, 2003.
Richard A. Sloan,
Department Clearance Officer, Department of
Justice, Bureau of Inmigration and Customs
Enforcement.
[FR Doc. 03-16134 Filed 6—-25-03; 8:45 am)|]
BILLING CODE 4410-10-M

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Customs and Border
Protection

Agency Information Collection
Activities: Proposed Collection;
Comment Request

ACTION: 60-day notice of information
collection under review; Visa Waiver
Program Carrier Agreement; Form I-775.

The Department of Homeland
Security (DHS), and the Bureau of
Immigration and Customs Services (ICE)
has submitted the following information
collection request for review and
clearance in accordance with the
Paperwork Reduction Act of 1995. The
proposed information collection is
published to obtain comments from the
public and affected agencies. Comments
are encouraged and will be accepted for
sixty days until August 25, 2003.

Written comments and suggestions
from the public and affected agencies
concerning the proposed collection of
information should address one or more
of the following four points:

(1) Evaluate whether the proposed
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
agencies estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

(3) Enhance the quality, utility, and
clarify 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,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

Overview of this information
collection:

(1) Type of Information Collection:
Extension of a currently approved
collection.

(2) Title of the Form/Collection: Visa
Waiver Program Carrier Agreement.

(3) Agency form number, if any, and
the applicable component of the
Department of Justice sponsoring the
collection: Form I-775, Bureau of
Customs and Border Protection.

(4) Affected public who will be asked
or required to respond, as well as a brief
abstract: Primary: Business or other for-
profit. The agreement between a
transportation company and the United
States is needed to ensure that the
transportation company will remain
responsible for the aliens it transports to
the United States under the Visa Waiver
Program.

(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond: 50 responses at 1 hour per
response.

(6) An estimate of the total public
burden (in hours) associated with the
collection: 50 annual burden hours.

If you have additional comments,
suggestions, or need a copy of the
proposed information collection
instrument with instructions, or
additional information, please contact
Richard A. Sloan 202-514-3291,
Director, Regulations and Forms
Services Division, U.S. Department of
Homeland Security, Room 4034, 415 I
Street, NW., Washington, DC 20536.
Additionally, comments and/or
suggestions regarding the item(s)
contained in this notice, especially
regarding the estimated public burden
and associated response time may also
be directed to Mr. Richard A. Sloan.

If additional information is required
contact: Mr. Robert B. Briggs, Clearance
Officer, United States Department of
Homeland Security, 1800 G Street, NW.,
10th Floor, NW., Washington, DC
20530.

Dated: June 12, 2003
Richard A. Sloan,

Department Clearance Officer, United States
Department of Justice, Bureau of Immigration
and Customs Enforcement.

[FR Doc. 03-16135 Filed 6—-25—-03; 8:45 am)]

BILLING CODE 4410-10-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4815-N-35]
Notice of Submission of Proposed

Information Collection to OMB:
Opinion of Counsel to the Mortgagor

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: July 28,
2003.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
approval number (2510-0010) and
should be sent to: Lauren Wittenberg,
OMB Desk Officer, Office of
Management and Budget, Room 10235,
New Executive Office Building,
Washington, DC 20503; Fax number
(202) 395—-6974; e-mail
Lauren_Wittenberg@omb.eop.gov.

FOR FURTHER INFORMATION CONTACT:
Wayne Eddins, Reports Management
Officer, AYO, 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)
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