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Section E. Availability of Comments
and Requests To Participate as
Panelists

The FTC Act and other laws the
Commission administers permit the
collection of public comments and
requests to participate as panelists, to
consider and use in this proceeding as
appropriate. All timely and responsive
public comments and requests to
participate, whether filed in paper or
electronic form, will be considered by
the Commission, and will be available
to the public on the FTC website, to the
extent practicable, at http://www.ftc.gov.
As a matter of discretion, the FTC makes
every effort to remove home contact
information for individuals from the
public comments and requests to
participate it receives before placing
those comments on the FTC website.
More information, including routine
uses permitted by the Privacy Act, may
be found in the FTC’s privacy policy, at
http://www.ftc.gov/ftc/privacy.htm.

By direction of the Commission.

Donald S. Clark,

Secretary.

[FR Doc. 04—20839 Filed 9—14—-04; 8:45 am)]
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Assistant Secretary for
Planning and Evaluation; Medicare
Program; Meeting of the Technical
Advisory Panel on Medicare Trustee
Reports

AGENCY: Assistant Secretary for
Planning and Evaluation, HHS

ACTION: Notice of meeting.

SUMMARY: This notice announces a
public meeting of the Technical
Advisory Panel on Medicare Trustee
Reports (Panel). Notice of this meeting
is given under the Federal Advisory
Committee Act (5 U.S.C. App. 2, section
10(a)(1) and (a)(2)). The Panel will
discuss the long-term rate of change in
health spending and may make
recommendations to the Medicare
Trustees on how the Trustees might
more accurately estimate health
spending in the long run. The Panel’s
discussion is expected to be very
technical in nature and will focus on the
actuarial and economic methods by
which Trustees might more accurately
measure health spending. Although
panelists are not limited in the topics
they may discuss, the Panel is not
expected to discuss or recommend
changes in current or future Medicare

provider payment rates or coverage
policy.

DATES: September 24, 2004, 8 a.m.—3
p-m. e.d.t.

ADDRESSES: The meeting will be held at
HHS headquarters at 200 Independence
Ave., SW., 20201, Room 425A.

Comments: The meeting will allocate
time on the agenda to hear public
comments. In lieu of oral comments,
formal written comments may be
submitted for the record to Andrew
Cosgrove, OASPE, 200 Independence
Ave., SW., 20201, Room 443F.8. Those
submitting written comments should
identify themselves and any relevant
organizational affiliations.

FOR FURTHER INFORMATION CONTACT:
Andrew Cosgrove (202) 205-8681,
andrew.cosgrove@hhs.gov. Note:
Although the meeting is open to the
public, procedures governing security
procedures and the entrance to Federal
buildings may change without notice.
Those wishing to attend the meeting
should call or e-mail Mr. Cosgrove by
September 17, 2004, so that their name
may be put on a list of expected
attendees and forwarded to the security
officers at HHS Headquarters.

SUPPLEMENTARY INFORMATION: On April
22, 2004, we published a notice
announcing the establishment and
requesting nominations for individuals
to serve on the Panel. The panel
members are: Mark Pauly, Edwin
Hustead, Alice Rosenblatt, Michael
Chernew, David Meltzer, John Bertko,
and William Scanlon.

Topics of the Meeting: The Panel is
specifically charged with discussing and
possibly making recommendations to
the Medicare Trustees on how the
Trustees might more accurately estimate
the long term rate of health spending in
the United States. The discussion is
expected to focus on highly technical
aspects of estimation involving
economics and actuarial science.
Panelists are not restricted, however, in
the topics that they choose to discuss.

Procedure and Agenda: This meeting
is open to the public. Interested persons
may observe the deliberations and
discussions, but the Panel will not hear
public comments during this time. The
Commission will also allow an open
public session for any attendee to
address issues specific to the topic.

Authority: 42 U.S.C. 217a; section 222 of
the Public Health Services Act, as amended.
The panel is governed by provisions of
Public Law 92—-463, as amended (5 U.S.C.
Appendix 2), which sets forth standards for
the formation and use of advisory
committees.

Dated: September 8, 2004.
Michael J. O’Grady,

Assistant Secretary for Planning and
Evaluation.

[FR Doc. 04-20736 Filed 9-14—-04; 8:45 am]
BILLING CODE 4150-05-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB review; Comment
Request

Title: Survey of Early Head Start
Programs.

OMB No.: New collection.

Description: The Head Start
Reauthorization Act of 1994 established
a special initiative creating funding for
services for families with infants and
toddlers. In response, the
Administration on Children, Youth and
Families (ACYF) within the
Administration for Children and
Families (ACF) developed the Early
Head Start program. Early Head Start
programs are designed to produce
outcomes in four domains: (1) Child
development, (2) family development,
(3) staff development, and (4)
community development. As a
requirement of the Reauthorization Act,
ACYF funded a rigorous randomized
trial to study the effectiveness of Early
Head Start programs, sampling from 17
programs funded in the initial years.
That research found positive effects of
the program overall in a variety of areas,
as well as effects for different program
types and levels of implementation, and
among study participants with different
characteristics.

The aim of the current research is to
obtain a national picture of Early Head
Start. This initiative will begin a process
of describing how the Early Head Start
initiative has grown over time, how
programs are currently implementing
services, and who is being served. The
study will be conducted between
September 2004 and May 2005.

The data will consist of a survey of all
Early Head Start programs in October
2004 and site visits to a selected sample
of 25 programs in early 2005. All data
collection instruments have been
designed to minimize the burden on
respondents by minimizing the time
required to respond. Participation in the
study is voluntary.

The results of the research will be
used by the Head Start Bureau and ACF
to gain a better understanding of
changes in program processes and
services over time, to identify areas of
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strength and weakness in order to target
training and technical assistance or
further research efforts, and finally, to

provide a broader context for lessons

learned from the impact study.
Respondents: Early Head Start

directors, Early Head Start coordinators

ANNUAL BURDEN ESTIMATES

and specialists, teachers, home visitors,
and parents of Early Head Start

children.

Number of re- Average
Instrument Nusmé)nedre%ftée- sponses per burden hgours Tmilozlgden
P respondent per response
Survey of Programs (2004) .......ooeoiieiiieiieeiie et a595 1 3.0 1,785.0
Site Visit Protocol (2005)
DireCtor ProtOCOI .......ocveiiiiiiee et 25 1 3.0 75.0
Coordinator/Specialist Protocol:
Community Partnership ..o 25 1 1.0 25.0
DiSADIIILIES ...eeieeieee e 25 1 1.0 25.0
Early Childhood .......c.coiiiiiiiiiie et 25 1 1.0 25.0
Family Partnership . 25 1 1.0 25.0
Home Visiting ........ 25 1 1.0 25.0
Teacher Protocol© ........ 125 1 1.5 187.5
Home Visitor Protocol© .... 125 1 15 187.5
Parent ProtOCOIC .........ooi ittt 125 1 1.5 187.5
Total for Site VISItS ..ecciiiieiiiiieie et e 25 762.5
Estimated Total Annual Burden 2004 ...........ooooieiiiieeinieee e eseeeesineees | rrreeesnnneessnneenns 1785.5
Estimated Total Annual Burden 2005 .........coccoiiiiiiiiniiieeiiiee e siiee s | eeeeeieeeesieee s 762.5

a Assumes an 85 percent response rate for the survey.

bNot all programs will ahve staff in each position, therefore, burden estimates for some programs may be overstated.

¢ Assumes groups interviews with up to five individuals per site. Assumes that all sites have both home visitors and teachers, although when
that is not the case, the burden estimates will be overstated.

Additional Information

Copies of the proposed collections
may be obtained by writing to the
Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. All requests should be
identified by the title of the information
collection. E-mail address:
grjohnson@acf.hhs.gov.

OMB Comment

OMB is required to make a decision
concerning the collection of information
between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect
if OMB receives it within 30 days of
publication. Written comments and
recommendation for the proposed
information collection should be sent
directly to the following: Office of
Management and Budget, Paperwork
Reduction Project, Attn: Desk Officer for
ACF, E-mail address:
Katherine_T._Astrich@omb.eop.gov.

Dated: September 7, 2004.

Robert Sargis,

Reports Clearance Officer.

[FR Doc. 04-20782 Filed 9-14—-04; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2004N-0404]

Novel Formulations of Dialysis
Solutions; Public Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public meeting.

SUMMARY: The Food and Drug
Administration (FDA) is announcing a
public meeting to gain input from
interested persons on how solutions
used in hemodialysis or peritoneal
dialysis should be evaluated for safety
and efficacy. More specifically, the
agency is interested in collecting
comments on the development of
formulations containing novel
concentrations of electrolytes and
simple sugars, but no new molecular
entities.

DATES: The public meeting will be held
on September 27, 2004, from 9 a.m. to

4 p.m. Written or electronic comments
on dialysis solutions are welcome at any
time.

ADDRESSES: The public meeting will be
held at the Doubletree Hotel, 1750
Rockville Pike, Rockville, MD. Public
parking is available at the hotel. The
Doubletree Hotel is also accessible by
Metro at the Twinbrook Station on the
Red Line.

Submit written comments to the
Division of Dockets Management (HF A—
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:
Norman Stockbridge, Center for Drug
Evaluation and Research (HFD-110),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-594-5365, e-mail:
Norman.Stockbridge@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is holding a public meeting to
discuss the nature of development
programs for solutions used in
hemodialysis or peritoneal dialysis. The
discussion will be limited to solutions
containing only simple sugars and the
electrolytes and other small molecules
normally found in plasma. Solutions
containing novel oncotic or osmotic
agents more clearly resemble
conventional drugs and are subject to
conventional drug development
programs, with the usual
characterization of safety and
effectiveness through clinical studies.
The discussion will focus on the
following questions:

e For solutions with no novel
constituents, what clinical studies are
necessary?
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