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the Social Security Act, and as
amended, hereafter.

This delegation supersedes all
previous delegations of authority to
administer the Abstinence Education
Program under Title V, section 510 of
the Social Security Act. Except as
provided above, the existing delegations
of authority to officials within the
Health Resources and Services
Administration concerning Title V of
the Social Security Act are unaffected.

This delegation shall be exercised
under the Department’s existing
delegation and policy on regulations,
and under financial and administrative
requirements applicable to all
Administration for Children and
Families authorities.

I have ratified any actions taken by
the Assistant Secretary for Children and
Families, or any other Administration
for Children and Families officials,
which, in effect, involved the exercise of
this authority prior to the effective date
of this delegation.

This delegation is effective
immediately.

Dated: June 9, 2004.

Tommy G. Thompson,

Secretary.

[FR Doc. 04—13895 Filed 6—18-04; 8:45 am)]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel (SEP): BECAUSE Kids
Count (Building and Enhancing
Community Alliances United for Safety
and Empowerment), Program
Announcement Number 04142

In accordance with Section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), the Centers for Disease
Control and Prevention (CDC)
announces the following meeting:

Name: Disease, Disability, and Injury
Prevention and Control Special Emphasis
Panel (SEP): BECAUSE Kids Count (Building
and Enhancing Community Alliances United
for Safety and Empowerment), Program
Announcement Number 04142.

Times and Dates: 4 p.m.—5:30 p.m., July
15, 2004 (Open), 9 a.m.—4:30 p.m., July 16,
2004 (Closed).

Place: Sheraton Buckhead, 3405 Lenox
Road, NE, Atlanta, GA 30326, Telephone
404.261.9250.

Status: Portions of the meeting will be
closed to the public in accordance with
provisions set forth in Section 552b(c) (4) and
(6), Title 5 U.S.C., and the Determination of

the Director, Management Analysis and
Services Office, CDC, pursuant to Pub. L. 92—
463.

Matters To Be Discussed: The meeting will
include the review, discussion, and
evaluation of applications received in
response to Program Announcement Number
04142.

For Further Information Contact: La Tanya
Butler, Deputy Branch Chief, Program
Implementation Branch, DVP/NCIPC, 4770
Buford Highway, NE, MS-K60, Atlanta, GA
30310, Telephone 770.488.4653.

The Director, Management Analysis and
Services Office has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities, for
both CDC and the Agency for Toxic
Substances and Disease Registry.

Dated: June 15, 2004.
Alvin Hall,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention (CDC).

[FR Doc. 04—13913 Filed 6-18—04; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2004N-0254]

Possible Barriers to the Availability of
Medical Devices Intended to Treat or
Diagnose Diseases and Conditions
that Affect Children; Request for
Comments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA), Center for
Devices and Radiological Health
(CDRH), is requesting comments
concerning the possible barriers to the
availability of medical devices intended
to treat or diagnose diseases and
conditions that affect children. This
action is being taken to assist the agency
in preparing a report to Congress
required by the Medical Devices
Technical Corrections Act of 2004
(MDTCA).

DATES: Submit written or electronic
comments by August 20, 2004.
ADDRESSES: Submit written comments
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:
Joanne Less, Center for Devices and
Radiological Health, Food and Drug

Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—1190.

SUPPLEMENTARY INFORMATION: The
President signed MDTCA (Public Law
108-214) into law on April 1, 2004.
Section 3 of the MDTCA was added to
address potential difficulties in bringing
pediatric devices to market. Over the
last few months, several professional
organizations representing pediatric
interests expressed concern about the
availability of safe and effective devices
intended for this population.
Representatives from CDRH and the
Office of Pediatric Therapeutics met
with these organizations to explore the
issue. The agency has also received
anecdotal reports suggesting there is an
unmet need in the pediatric population,
but additional information is needed to
assess the accuracy of these reports.

By October 1, 2004, the new law
requires FDA to submit to the
Committee on Health, Education, Labor,
and Pensions of the Senate and the
Committee on Energy and Commerce of
the House of Representatives a report
addressing the “barriers to the
availability of devices intended for
treatment or diagnosis of diseases and
conditions that affect children.” The
law also states that the report must
include “any recommendations of the
Secretary of Health and Human Services
for changes to existing statutory
authority, regulations, or agency policy
or practice to encourage the invention
and development of such devices.”

Through this notice, FDA is soliciting
comments that will help the agency
draft its report to Congress under
section 3 of MDTCA. In particular, FDA
seeks input in response to the following
questions:

1. What are the unmet medical device
needs in the pediatric population
(neonates, infants, children, and
adolescents)? Are they focused in
certain medical specialties and/or
pediatric subpopulations?

2. What are the possible barriers to the
development of new pediatric devices?
Are there regulatory hurdles? Clinical
hindrances? Economic issues? Legal
issues?

3. What could FDA do to facilitate the
development of devices intended for the
pediatric population? Are there changes
to the law, regulation, or premarket
process that would encourage clinical
investigators, sponsors, and
manufacturers to pursue clinical trials
and/or marketing of pediatric devices?

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
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comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: June 7, 2004.
Linda S. Kahan,

Deputy Director, Center for Devices and
Radiological Health.

[FR Doc. 04-13872 Filed 6-18-04; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Indian Health Service

Reimbursement Rates for Calendar
Year 2004

AGENCY: Indian Health Service, HHS.
ACTION: Notice.

SUMMARY: Notice is given that the
Director of Indian Health Service (IHS),
under the authority of sections 321(a)
and 322(b) of the Public Health Service
Act (42 U.S.C. 248(a) and 249(b)) and
the Indian Health Care Improvement
Act (25 U.S.C. 1601), has approved the
following rates for inpatient and
outpatient medical care provided by IHS
facilities for Calendar Year 2004 for
Medicare and Medicaid Beneficiaries
and Beneficiaries of other Federal
Agencies. The Medicare Part A inpatient
rates are excluded from the table below
as they are paid based on the
prospective payment system. Since the
inpatient rates set forth below do not
include all physician services and
practitioner services, additional
payment may be available to the extent
that those services meet applicable
requirements. Legislation, effective July
1, 2001, allows IHS facilities to file
Medicare claims with the carrier for
payment for physician services.

Inpatient Hospital per Diem Rate (Ex-
cludes Physician Services) Calendar
Year 2004

Lower 48 States $1,512
Alaska $1,837
Outpatient per Visit Rate (Excluding
Medicare) Calendar Year 2004

Lower 48 States.
Alaska $402
Outpatient per Visit Rate (Medicare)

Calendar Year 2004

Lower 48 States.
Alaska $367
Medicare Part B Inpatient Ancillary per
Diem Rate Calendar Year 2004

$307
$638

Lower 48 States
Alaska

Outpatient Surgery Rate (Medicare)

Established Medicare rates for
freestanding Ambulatory Surgery
Centers.

Effective Date for Calendar Year 2004
Rates

Consistent with previous annual rate
revisions, the Calendar Year 2004 rates
will be effective for services provided
on/or after January 1, 2004, to the extent
consistent with payment authorities
including the applicable Medicaid State
plan.

Dated: February 3, 2004.

Charles W. Grim,
Assistant Surgeon General, Director, Indian
Health Service.

Editorial Note: This document was
received by the Office of the Federal Register
on June 15, 2004.

[FR Doc. 04-13892 Filed 6—18-04; 8:45 am]
BILLING CODE 4160-16-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Proposed Collection; Comment
Request; Multi-Ethnic Study of
Atherosclerosis (Mesa) Event
Surveillance

SUMMARY: In compliance with the
requirement of Section 3506(c)(2)(A) of

the Paperwork Reduction Act of 1995,
for opportunity for public comment on
proposed data collection projects, the
National Heart, Lung, and Blood
Institute (NHLBI), the National
Institutes of Health (NIH) will publish
periodic summaries of proposed
projects to be submitted to the Office of
Management and Budget (OMB) for
review and approval.

Proposed Collection: Title: Multi-
Ethnic Study of Atherosclerosis (MESA)
Event Surveillance. Type of Information
Request: Renewal (OMB No. 0925—
0493). Need and Use of Information
Collection: The study, MESA, will
identify and quantify factors associated
with the presence and progression of
subclinical cardiovascular disease
(CVD)—that is, atherosclerosis and other
forms of CVD that have not produced
signs and symptoms. The findings will
provide important information on
subclinical CVD in individuals of
different ethnic backgrounds and
provide information for studies on new
interventions to prevent CVD. The
aspects of the study that concern direct
participant evaluation received a
clinical exemption from OMB clearance
(CE—99-11-08) in April 2000. OMB
clearance is being sought for the contact
of physicians and participant proxies to
obtain information about clinical CVD
events that participants experience
during the follow-up period. Frequency
of response: Once per CVD event.
Affected public: Individuals. Types of
Respondents: Physicians and selected
proxies of individuals recruited for
MESA. The annual reporting burden is
as follows: Estimated Number of
Respondents: 555; Estimated Number of
Responses per respondent: 1.0; and
Estimated Total Annual Burden Hours
Requested: 42.

There are no capital, operating, or
maintenance costs to report.

: Estimated Estimated total
Estimated Average burden

Type of respondents number of re- number of re- hours per re- an?]ual burden

spondents sponses per sponse ours re-

respondent quested
PRYSICIANS ..ottt e 279 1.0 0.20 19
PartiCipant ProXi€s .........ccceiciiiiiiiieee e 276 1.0 0.25 23
L] - | SO 555 1.0 0.225 42
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