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ADDRESSES: Submit written requests for
single copies of the document to First
Cycle Review, Office of Planning (HFP—
10), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857. Send one self-addressed
adhesive label to assist that office in
processing your requests. Persons with
access to the Internet may obtain the
document at http://www.fda.gov/cder/
pdufa/default.htm. Submit written
comments on the document to the
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

FOR FURTHER INFORMATION CONTACT:
Carolyn L. Staples, Office of Planning
(HFP-10), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-5274.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a document entitled “Statement of Work
for the Evaluation of First Cycle Review
Performance.” FDA requests comment
on the document, which describes a
study to evaluate issues associated with
FDA’s performance of first cycle reviews
of NDAs, BLAs, and efficacy
supplements.

On June 12, 2002, the President
signed the Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002, which includes
the Prescription Drug User Fee
Amendments of 2002 (PDUFA III). In
conjunction with the passage of PDUFA
III, FDA agreed to certain performance
goals and procedures that were
described in an enclosure to a June 4,
2002, letter from the Secretary of Health
and Human Services, Tommy
Thompson, to Congress entitled
“PDUFA Reauthorization Performance
Goals and Procedures” (PDUFA Goals
and Procedures). One of the goals relates
to FDA’s performance of first cycle
reviews of original NDAs, BLAs, and
efficacy supplements (PDUFA Goals and
Procedures, section 10). Specifically,
FDA agreed to retain an independent
expert consultant to undertake a study
to evaluate issues associated with the
agency’s conduct of first cycle reviews.
The study is intended to assess the
following: (1) Current first cycle review
performance and any changes that occur
after FDA publishes guidance on Good
Review Management Principles
(GRMPs), (2) the first cycle review
history of all NDAs for new molecular
entities and all BLAs during PDUFA 1III,
and (3) the effectiveness of FDA’s staff
training regarding GRMPs. FDA agreed
to develop a statement of work for the

study and to provide the public with an
opportunity to review and comment on
the statement of work before the study
is implemented.

In accordance with one of the PDUFA
goals, the document being made
available for public comment today is
the statement of work developed by
FDA. FDA intends to award a contract
that would include, among other tasks,
the performance of the study. The
document, as currently written, will be
included in the RFP as a sample
statement of work. However, the
statement of work is not yet final. FDA
will consider all comments received in
finalizing the statement of work prior to
assigning the task under the contract.

II. Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written comments on the
document. 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
document made available today and the
received comments are available for
public examination in the Division of
Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: October 8, 2003.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 03—-26446 Filed 10-20-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Agency Information Collection
Activities: Proposed Collection;
Comment Request

In compliance with Section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 concerning
opportunity for public comment on
proposed collections of information, the
Substance Abuse and Mental Health
Services Administration will publish
periodic summaries of proposed
projects. To request more information
on the proposed projects or to obtain a
copy of the information collection
plans, call the SAMHSA Reports
Clearance Officer on (301) 443-7978.

Comments are invited on: (a) Whether
the proposed collections of information
are necessary for the proper
performance of the functions of the
agency, including whether the

information shall have practical utility;
(b) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information; (c) ways to enhance the
quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Proposed Project: National Evaluation
of the Comprehensive Community
Mental Health Services for Children and
Their Families Program, Phase Four—
New—SAMHSA'’s Center for Mental
Health Services (CMHS) is conducting
Phase IV of this national evaluation
project among grantees newly funded in
FY 2002 and 2003. The national
evaluation of the Comprehensive
Community Mental Health Services for
Children and Their Families Program
will collect data on child mental health
outcomes, family life, and service
system development and performance.
Data will be collected on 23 service
systems, and approximately 5,281
children and families. Data collection
for this evaluation will be conducted
over a five-year period. The core of
service system data will be collected
every 18 months throughout the 5-year
evaluation period, with a sustainability
survey conducted in selected years.
Service delivery and system variables of
interest include the following: Maturity
of system of care development,
adherence to the system of care program
model, and client service experience.
The length of time that individual
families will participate in the study
ranges from 18 to 36 months depending
on when they enter the evaluation.
Child and family outcomes of interest
will be collected at intake and during
subsequent follow-up sessions at six-
month intervals. The outcome measures
include the following: Child
symptomatology and functioning,
family functioning, material resources,
and caregiver strain. In addition, an
evidence-based treatment study will
examine the relative impact of evidence-
based treatments focused on substance
use prevention within 2 systems of care.
Time-limited studies addressing the
cultural competence of services and the
role of primary care providers in
systems of care will be conducted at
selected points during the evaluation
period. Internet-based technology will
be used for collecting data via Web-
based surveys and for data entry and
management. The average annual
respondent burden is estimated below.
The estimate reflects the average
number of respondents in each
respondent category, the average
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number of responses per respondent per
year, the average length time it will take

for each response, and the total average
annual burden for each category of

respondent, and for all categories of
respondents combined.

Number of re- Average bur-
Number of re- Total average

Respondent sponses/re- den/response
spondents spondent (hrs.) annual hours
(O 10T o 1Y) PRSP RR 5281 1.016 2.066 11,086
Youth ....ooveieiiiiieie 3169 0.998 1.053 3,333
Provider/Administrator 483 0.453 2.594 568
Lo 1 | S R R U U ERUP R OTPOPRPP 14,987

Send comments to Nancy Pearce,
SAMHSA Reports Clearance Officer,
Room 16-105, Parklawn Building, 5600
Fishers Lane, Rockville, MD 20857.
Written comments should be received
within 60 days of this notice.

Dated: October 14, 2003.

Anna Marsh,

Acting Executive Officer, SAMHSA.

[FR Doc. 03—26471 Filed 10—20-03; 8:45 am]
BILLING CODE 4162-20-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

[USCG 2003-16298]

Collection of Information Under
Review by Office of Management and

Budget (OMB): OMB Control Number
1625-0080

AGENCY: Coast Guard, DHS.
ACTION: Request for comments.

SUMMARY: In compliance with the
Paperwork Reduction Act of 1995, the
Coast Guard intends to seek the
approval of OMB for the renewal of one
Information Collection Request (ICR).
The ICR concerns surveys of customers’
satisfaction. Before submitting the ICR
to OMB, the Coast Guard is inviting
comments.

DATES: Comments must reach the Coast
Guard on or before December 22, 2003.
ADDRESSES: To make sure that your
comments and related material do not
enter the docket [USCG 2003-16298]
more than once, please submit them by
only one of the following means:

(1) By mail to the Docket Management
Facility, U.S. Department of
Transportation (DOT), room PL—401,
400 Seventh Street SW., Washington,
DC 20590-0001.

(2) By delivery to room PL—401 on the
Plaza level of the Nassif Building, 400
Seventh Street SW., Washington, DC,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The telephone number is 202-366—
9329.

(3) By fax to the Facility at 202—493—
2251.

(4) Electronically through the Web
Site for the Docket Management System
at
http://dms.dot.gov.

(5) Electronically through Federal
eRule Portal: http://
www.regulations.gov.

The Facility maintains the public
docket for this notice. Comments and
material received from the public, as
well as documents mentioned in this
notice as being available in the docket,
will become part of this docket and will
be available for inspection or copying at
room PL—401 on the Plaza level of the
Nassif Building, 400 Seventh Street
SW., Washington, DC, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. You may also
find this docket on the Internet at
http://dms.dot.gov.

Copies of the complete ICR are
available through this docket on the
Internet at http://dms.dot.gov, and also
from Commandant (G—-CIM-2), U.S.
Coast Guard Headquarters, room 6106
(Attn: Barbara Davis), 2100 Second
Street SW., Washington, DC 20593—
0001. The telephone number is 202—
267-2326.

FOR FURTHER INFORMATION CONTACT:
Barbara Davis, Office of Information
Management, 202—-267-2326, for
questions on this document; or Andrea
M. Jenkins, Program Manager, U.S.
Department of Transportation, 202-366—
0271, for questions on the docket.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this request for comment by submitting
comments and related materials. We
will post all comments received,
without change, to http://dms.dot.gov,
and they will include any personal
information you have provided. We
have an agreement with DOT to use the
Docket Management Facility. Please see
DOT’s paragraph on the “Privacy Act”
below.

Submitting comments: If you submit a
comment, please include your name and
address, identify the docket number for
this request for comment [USCG—-2003—
16298], indicate the specific section of
this document to which each comment
applies, and give the reason for each
comment. You may submit your
comments and material by electronic
means, mail, fax, or delivery to the
Docket Management Facility at the
address under ADDRESSES; but please
submit your comments and material by
only one means. If you submit them by
mail or delivery, submit them in an
unbound format, no larger than 82 by
11 inches, suitable for copying and
electronic filing. If you submit them by
mail and would like to know that they
reached the Facility, please enclose a
stamped, self-addressed postcard or
envelope. We will consider all
comments and material received during
the comment period. This information
collection report may change the
estimated “information” burden based
on the comments received.

Viewing comments and documents:
To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://dms.dot.gov at any time and
conduct a simple search using the
docket number. You may also visit the
Docket Management Facility in room
PL-401 on the Plaza level of the Nassif
Building, 400 Seventh Street SW.,
Washington, DC, between 9 a.m. and 5
p.-m., Monday through Friday, except
Federal holidays.

Privacy Act: Anyone can search the
electronic form of all comments
received into any of our dockets by the
name of the individual submitting the
comment (or signing the comment, if
submitted on behalf of an association,
business, labor union, etc.). You may
review the Privacy Act Statement of
DOT in the Federal Register published
on April 11, 2000 [65 FR 19477], or you
may visit http://dms.dot.gov.

Request for Comments

The Coast Guard encourages
interested persons to submit comments.
Persons submitting comments should
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