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Parties are asked to include in their
requests a statement setting forth their
expertise in or knowledge of the issues
on which the workshop will focus and
their contact information, including a
telephone number, facsimile number,
and e-mail address (if available), to
enable the FTC to notify them if they are
selected. An original and two copies of
each document should be submitted.
Panelists will be notified on or before
Wednesday, April 9. 2003, whether they
have been selected.

Using the following criteria, FTC staff
will select a limited number of panelists
to participate in the workshop. The
number of parties selected will not be so
large as to inhibit effective discussion
among them.

1. The party has expertise in or
knowledge of the issues that are the
focus of the workshop.

2. The party’s participation would
promote a balance of interests being
represented at the workshop.

3. The party has been designated by
one or more interested parties (who
timely file requests to participate) as a
party who shares group interests with
the designator(s).

In addition, there will be time during
the workshop for those not serving as
panelists to ask questions.

Form and Availability of Comments

The FTC requests that interested
parties submit written comments on the
above questions to foster greater
understanding of the issues. Especially
useful are any studies, surveys,
research, and empirical data. Comments
should be captioned “Technology
Workshop—Comment, PO34808,” and
must be filed on or before Wednesday,
April 23, 2003.

Parties sending written comments
should submit an original and two
copies of each document. To enable
prompt review and public access, paper
submissions should include a version
on diskette in PDF, ASCII, WordPerfect,
or Microsoft Word format. Diskettes
should be labeled with the name of the
party, and the name and version of the
word processing program used to create
the document. Alternatively, comments
may be emailed to
techworkshop@ftc.gov.

Written comments will be available
for public inspection in accordance with
the Freedom of Information Act, 5
U.S.C. 552, and FTC regulations, 16 CFR
part 4.9, Monday through Friday
between the hours of 8:30 a.m. and 5
p.m. at the Public Reference Room 130,
Federal Trade Commission, 600
Pennsylvania Avenue, NW.,
Washington, DC 20580. This notice and,
to the extent technologically possible,

all comments will also be posted on the
FTC Web site at http://www.ftc.gov/
techworkshop.

By direction of the Commission.
Donald S. Clark,
Secretary.
[FR Doc. 03—4502 Filed 2—-25-03; 8:45 am]|
BILLING CODE 6750-01-M

GENERAL ACCOUNTING OFFICE
[Document No. JFMIP-SR-03-01]

Joint Financial Management
Improvement Program (JFMIP)—
Federal Financial Management System
Requirements (FFMSR)

AGENCY: Joint Financial Management
Improvement Program (JFMIP).

ACTION: Notice of document finalization
and posting.

SUMMARY: The JFMIP is seeking
announcement of document finalization
and posting for the “JFMIP Revenue
System Requirements Document” dated
January 2003. The document is the first
Federal Financial Management System
Requirements (FFMSR) document to
address standard financial requirements
for Federal revenue systems. The
document is intended to assist agencies
when developing, improving or
evaluating revenue systems. It provides
the baseline functionality that agency
systems must have to support agency
missions and comply with laws and
regulations. This document augments
the existing body of FFMSR that define
financial system functional
requirements that are used in evaluating
compliance with the Federal Financial
Management Improvement Act (FFMIA)
of 1996.

DATES: For release as soon as possible.
ADDRESSES: The document is available
on the JFMIP Web site: www.jfmip.gov.
FOR FURTHER INFORMATION CONTACT:
Daniel Costello at
daniel.costello@gsa.gov.

SUPPLEMENTARY INFORMATION: The
FFMIA of 1996 mandated that agencies
implement and maintain systems that
comply substantially with FFMSR,
applicable Federal accounting
standards, and the U.S. Government
Standard General Ledger at the
transaction level. The FFMIA statute
codified the JFMIP financial system
requirements documents as a key
benchmark that agency systems must
meet to substantially comply with
systems requirements provisions under
FFMIA. To support the provisions
outlined in the FFMIA, the JEFMIP is
updating obsolete requirements

documents and publishing additional
requirements documents.

An open house is scheduled for
February 27, 2003, from 1 to 3 pm in
room 5141A of the main GSA building,
to provide additional information on the
document. The name, organization,
telephone number, and e-mail address
for attendees should be e-mailed to
daniel.costello@gsa.gov to register.

Karen Cleary Alderman,

Executive Director, Joint Financial
Management Improvement Program.

[FR Doc. 03—4528 Filed 2—25-03; 8:45 am]
BILLING CODE 1610-02-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency for Healthcare Research and
Quality

Notice of Meeting

In accordance with section 10(d) of
the Federal Advisory Committee Act (5
U.S.C., Appendix 2), announcement is
made of a Health Care Policy and
Research Special Emphasis Panel (SEP)
meeting.

The Health Care Policy and Research
Special Emphasis Panel is a group of
experts in fields related to health care
research who are invited by the Agency
for Healthcare Research and Quality
(AHRQ), and agree to be available, to
conduct on an as needed basis,
scientific reviews of applications for
AHRQ support. Individual members of
the Panel do not attend regularly-
scheduled meetings and do not serve for
fixed terms or long periods of time.
Rather, they are asked to participate in
particular review meetings which
require their type of expertise.

Substantial segments of the upcoming
SEP meeting listed below will be closed
to the public in accordance with the
Federal Advisory Committee Act,
section 10(d) of 5 U.S.C., Appendix 2
and 5 U.S.C. 552b(c)(6). Grant
applications for AHRQ National
Research Service Award Individual
Research Training Grant (F32) Awards
are to be reviewed and discussed at this
meeting. These discussions are likely to
reveal personal information concerning
individuals associated with the
applications. This information is
exempt from mandatory disclosure
under the above-cited statutes.

SEP Meeting on: AHRQ National
Research Service Award Individual
Research Training Grant (F32) Awards.

Date: March 26, 2003 (Open on March
26 from 1 p.m. to 1:10 p.m. and closed
for remainder of the teleconference
meeting).
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Place: Agency for Healthcare Research
and Quality, 2101 East Jefferson Street,
4th Floor, ORREP, 4W5, Division of
Scientific Review, Rockville, Maryland
20852.

Contact Person: Anyone wishing to
obtain a roster of members, agenda or
minutes of the nonconfidential portions
of this meeting should contact Mrs.
Bonnie Campbell, Committee
Management Officer, Office of Research
Review, Education and Policy, AHRQ,
2101 East Jefferson Street, Suite 400,
Rockville, Maryland 20852, Telephone
(301) 594-1846.

Agenda items for this meeting are
subject to change as priorities dictate.

Dated: February 19, 2003.

Carolyn M. Clancy,

Director.

[FR Doc. 03—4531 Filed 2—25-03; 8:45 am]
BILLING CODE 4160-90-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 03N—-0038]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Medical Device
User Fee Cover Sheet; Form FDA 3601

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments
concerning Form FDA 3601 entitled
“Medical Device User Fee Cover Sheet,”
which must be submitted along with
certain medical device product
applications, supplements, and fee
payment of those applications.

DATES: Submit written or electronic
comments on the collection of
information by April 28, 2003.
ADDRESSES: Submit electronic
comments on the collection of
information to http://

www.accessdata.fda.gov/scripts/oc/
dockets/edockethome.cfm. Submit
written comments concerning the
collection of information to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
All comments should be identified with
the docket number found in brackets in
the heading of this document.
FOR FURTHER INFORMATION CONTACT:
Peggy Robbins, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.
With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
when appropriate, and other forms of
information technology.

Medical Device User Fee Cover Sheet;
Form FDA 3601

The Federal Food, Drug, and Cosmetic
Act (the act), as amended by the

Medical Device User Fee and
Modernization Act of 2002 (MDUFMA)
(Public Law 107-250), authorizes FDA
to collect user fees for certain medical
device applications. Under this
authority, companies pay a fee for
certain new medical device applications
or supplements submitted to the agency
for review. Because the submission of
user fees concurrently with applications
and supplements is required, the review
of an application cannot begin until the
fee is submitted. Form FDA 3601, the
“Medical Device User Fee Cover Sheet,”
is designed to provide the minimum
necessary information to determine
whether a fee is required for review of
an application, to determine the amount
of the fee required, and to account for
and track user fees. The form provides

a cross-reference of the fees submitted
for an application with the actual
application by using a unique number
tracking system. The information
collected is used by FDA’s Center for
Devices and Radiological Health (CDRH)
and Center for Biologics Evaluation and
Research (CBER) to initiate the
administrative screening of new medical
device applications and supplemental
applications.

Respondents to this collection of
information are device manufacturers.
Based on FDA'’s database system, there
are an estimated 5,000 manufacturers of
products subject to MDUFMA.
However, not all manufacturers will
have any submissions in a given year
and some may have multiple
submissions. The total number of
annual responses is based on the
number of submissions received by FDA
in fiscal year 2002. CDRH estimates
5,000 annual responses that include the
following: 50 premarket approval
applications, 4,400 premarket
notifications, 30 modular premarket
applications, 1 product development
protocol, 1 premarket report, 20 panel
track supplements, 150 real-time
supplements, and 348 180-day
supplements. CBER estimates 50 annual
responses that include the following: 2
premarket approval applications, 3
biologics license applications, 30
premarket notifications, 10 modular
premarket applications, and 5 180-day
supplements. The estimated hours per
response are based on past FDA
experience with the various
submissions, and range from 5 to 30
minutes. The hours per response are
based on the average of these estimates.
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