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November 30, 2004, under OMB control
number 0910-0001.

The comment also stated that FDA’s
estimate of 100 respondents for
§ 314.81(b)(2)(i), (b)(2)(vi)(c), and
(b)(2)(vii) is low, and that over 3,000
responses should be expected annually.
Under these sections, applicants must
submit in their annual report: (1) A brief
summary of whether labeling
supplements for pediatric use have been
submitted and whether new studies in
the pediatric population have been
initiated; (2) an analysis of available
safety and efficacy data in the pediatric
population and changes proposed in the
labeling based on this information; and
(3) a status report containing a statement
indicating whether postmarketing
clinical studies in pediatric populations
were required by FDA under § 201.23,
and if so, the status of these studies.
Thus, only the annual reports for those
approved applications that contain or
will contain pediatric use information
would be covered by these sections. As
a result of more recent data, FDA has
revised its estimates of the number of
responses and respondents for these
sections. Based on the number of
currently approved applications and the
number of pending applications that
contain pediatric use information, FDA
estimates approximately 119 applicants
will submit approximately 158 annual
reports under § 314.81(b)(2)(i),
approximately 119 applicants will
submit approximately 158 annual
reports under § 314.81(b)(2)(vi)(c), and
approximately 6 applicants will submit
approximately 6 annual reports under
§ 314.81(b)(2)(vii).

As a result of more recent FDA data
on the number of requests for deferrals
and waivers received by the agency in
2001, FDA has also revised the
estimates for § 314.55(b) and (c) as
reflected in the table 1 of this document.

Dated: August 6, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02—20431 Filed 8-12—02; 8:45 am]|
BILLING CODE 4160-01-S

DEPARMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Regional AIDS Education and Training
Centers; Open Competition
Announcement

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice of Open Competition
Grant Program.

SUMMARY: The Health Resources and
Services Administration (HRSA), HIV/
AIDS Bureau (HAB), announces that
applications will be accepted for fiscal
year (FY) 2002 awards for up to three
Regional AIDS Education and Training
Centers (AETCs) to provide services to
Michigan, Ohio, Kentucky, New York,
Tennessee, and New Jersey. The
Regional AETCs will provide services in
regions consisting of two or more States;
existing regional AETCs may apply to
expand their current areas by one or
more States. The regional AETCs
enhance the availability of high quality
HIV care through training and support
of clinical providers, and prioritize the
clinical educational needs of direct
medical care providers, physicians,
nurses, physicians assistants, advance
practice nurses, pharmacists, and oral
health providers. The regional AETCs
conduct assessments of regional HIV/
AIDS care delivery systems and develo
innovative programs to build HIV/AIDS
care capacity, through training and
support, to fill identified gaps. The
regional AETCs target clinical providers
caring for minority and
disproportionately affected populations,
particularly minority providers and
those associated with Ryan White
Comprehensive AIDS Resources
Emergency (CARE) Act supported
facilities.

Availability of Funds: It is anticipated
that up to three grant recipients will be
selected as regional AETCs, and total
available funds are approximately
$4,000,000. Grant periods are for 2 years
and 9 months, with initial funding for
9 months. Continuation awards will be
made on the basis of satisfactory
progress and the availability of funds.

Eligible Applicants: Grants may be
awarded to public or private non-profit
entities including schools and academic
health sciences centers. Faith-based and
community-based organizations are
eligible to apply.

Authorizing Legislation: The
Authority for this grant program is
Section 2692(a) of the Public Health
Service Act, as amended, 42 U.S.C.
300ff-111(a).

DATES: A letter of intent to submit an
application is requested by August 27,
2002. Applications for this grant must
be received in the HRSA Grant
Application Center by close of business
September 12, 2002. Applications shall
be considered as meeting the deadline if
they are received on or before the
deadline date. Applicants should
request a legibly dated receipt from a
commercial carrier or U.S. Postal

Service postmark. Private metered
postmarks will not be accepted as proof
of timely mailing. Applications
postmarked after the due date will be
returned to the applicant.

Where to Request and Send an
Application

To obtain an application kit: Call the
HRSA Grants Application Center at
877—-477-2123 and request the OMB
Catalogue of Federal Domestic
Assistance number 93.145.

ADDRESSES: Letter of intent to apply for
funding should be mailed to Marisol M.
Rodriguez, HIV/AIDS Bureau, HRSA,
5600 Fishers Lane, Room 7—46,
Rockville, Maryland, 20857. All
applications should be mailed or
delivered to HRSA Grant Application
Center, 901 Russell Avenue, Suite 450,
Gaithersburg, Maryland 20879. Grant
applications sent to any other address
are subject to being returned. Federal
Register notices are available on the
world wide web via the Internet. The
Web address for HAB is http://
www.hrsa.gov/hab/.

FOR FURTHER INFORMATION CONTACT:
Additional technical information may
be obtained from Marisol M. Rodriguez,
HIV/AIDS Bureau (HAB), HRSA, 5600
Fishers Lane, Room 7—46, Rockville,
Maryland 20857. The telephone number
is (301) 443—-4082; fax number (301)
443-9887; and the e-mail is
mrodriguez@hrsa.gov. You may also
contact Laura W. Cheever, M.D., Chief,
HIV Education Branch, Division of
Training and Technical Assistance,
HAB, HRSA, 5600 Fishers Lane, Room
7-46, Rockville, Maryland 20857. Her
telephone number is (301) 443—-3067
and fax number is (301) 443—9887.

SUPPLEMENTARY INFORMATION:
Applications will be reviewed by an
objective review committee using the
following criteria: Adequacy of
Comprehensive Regional Needs
Assessment, Adequacy of the Proposed
Program Plan for Providing Education
and Training Activities, HIV Expertise
within the Regional AETC; Coordination
and Collaboration; Management, Plan,
Staffing, Project Organization and
Resources, Program Documentation,
Evaluation and Quality Improvement,
and Appropriateness, and Justification
of the Budget. The Secretary shall give
preference to qualified projects which
will-

(A)Train, or result in the training of,
health professionals who will provide
treatment for minority individuals with
HIV disease and other individuals who
are at high risk of contracting such
disease; and
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(B)Train, or result in the training of,
minority health professional and
minority allied health professionals to
provide treatment for individuals with
such disease.

Paperwork Reduction Act: If there is
a data collection associated with this
application OMB approval will be
sought.

Dated: July 22, 2002.

Elizabeth M. Duke,

Administrator.

[FR Doc. 02—20556 Filed 8—-12—-02; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Inspector General

Program Exclusions: July 2002

AGENCY: Office of Inspector General,
HHS.

ACTION: Notice of program exclusions.

During the month of July 2002, the
HHS Office of Inspector General
imposed exclusions in the cases set
forth below. When an exclusions is
imposed, no program payment is made
to anyone for any items or services
(other than an emergency item or
service not provided in a hospital
emergency room) furnished, ordered or
prescribed by an excluded party under
the Medicare, Medicaid, and all Federal
Health Care programs. In addition, no
program payment is made to any
business or facility, e.g., a hospital, that
submits bills for payment for items or
services provided by an excluded party.
Program beneficiaries remain free to
decide for themselves whether they will
continue to use the services of an
excluded party even though no program
payments will be made for items and
services provided by that excluded
party. The exclusions have national
effect and also apply to all Executive
Branch procurement and non-
procurement programs and activities.

Effective

Subject City, State Date

Program-Related Convictions

Agazarian, Stepan, Los Ange-

les, CA
Bahamon, Ramiro, Colton, CA
Barton, Lupe Eva, Lake Forest,

08/20/2002
08/20/2002

CA 08/20/2002
Brooks-McArthur, Pamela, De-

troit, Ml oo 08/20/2002
Bufkin, Anthony L, Kingstree,

SC o 08/20/2002

Burks, Louis, Clythe, CA 08/20/2002
Butcher, Holly W, The Colony,

TX i,

08/20/2002

Subject City, State Eflfgegttéve Subject City, State Efgeacttéve
Butt, Audrey Renee, lowa City, Woo, Yu Moon, Elmhurst, NY .. | 08/20/2002

LA s 08/20/2002 Woods, Brenda Joyce, Sac-

Candelaria, Christina Marie, ramento, CA .....cccocevveeeiinennn 08/20/2002

Wheat Ridge, CO ........cceeue 08/20/2002
Cummings, Patricia Ann, Hol- Felony Conviction for Health Care Fraud

brook, AZ ......cccovveiiiieei, 08/20/2002
Devera, Monica T, Dumont, NJ 08/20/2002 Allen, Derlyn G, Tampa, FL ..... 08/20/2002
Diaz, Jesus, Miami, FL ............. 08/20/2002 Concessi, Michael J, Golds-

Dotson, Janice, Branch, AR ..... 08/20/2002 boro, NC ....cccoooviiiiiiieceiee, 08/20/2002
Foster, Donald Edgar, Nash- Foster, Jack Randall, Spring-

ville, TN ..o, 08/20/2002 field, MO ....cooveieieeeieie, 08/20/2002
Garcia, Eduardo, Los Angeles, Healthwise Medical Rehab

CA 08/20/2002 Ctrs, Chesapeake, VA .......... 08/20/2002
Gonzalez, Ana Rosa, Miami, Hemphill, Robert, Saginaw, Ml 08/20/2002

FL ......................... RETTEPTERLPPIR 04/10/2001 S(_"ha’:)e_Se”Y Rosemarie Su-

Harris, Shawanda, Miami, FL ... | 08/20/2002 sanne, Spokane, WA ............ 08/20/2002
Hart, Jimmy Willis, Memphis, Seals, Inez J, Pikeville, TN 08/20/2002

TN_ ..................... PR 08/20/2002 Silvino, Emmanuel, San Anto-

Hawkinberry, Cynthia L, N0, TX coveoreverreeeseneeesneeeens 08/20/2002

Wakeman, OH .........ccccceeens 08/20/2002 Spatz, Marvin Charles, San
Hudson, Paul Edward, Sac- Diego, CA wooveeeerrrnreeeeeeeennnns 08/20/2002

ramento, CA ......ccoovveeveennn. 08/20/2002 Spatz, Marvin Charles, San
Hul\fllfi Deanna Rachelle, Detroit, 081202002 . D190 CA o 08/20/2002
Jimenez, Aurelio, P, Oxford, WI | 08/20/2002 Spgltezgglleg\gnCharlesSan ....... 08/20/2002
Jones, Shirley A, F_t Wort_h, TX 08/20/2002 Stock, Rodolpho K, Charleston,

Jones, Steven L, Big Spring, WV 08/20/2002

TX e 08/20/2002 e
Krayzman, Boris, Encino, CA 08/20/2002 Vavilikolanu, Sheshigiri Rao,

Lewis, Ter’ry Lan%ond, Ri’alto, Terre Haute, IN IR 08/20/2002

CA oo 08/20/2002 V00U Faye W, Princeton, NJ .. | 08/20/2002
Luna, Javier, Corona, CA ......... 08/20/2002 s
Maye, Rose Mary, Laurel, MS 08/20/2002 Felony Control Substance Conviction
Mayo, Kevin Allen, Morgan- Arellano, Teresa Marie, San

OWN, WV 08/20/2002 Erancisco, CA oovvvevveveeeeeeeeee 08/20/2002
MeSyDers, Carliss R, Box Elder, 06/20/2002 Borne, Maxie Joseph, Las

T Vegas, NV ..o, 08/20/2002
Nelson, David S, Winston- Ei A
isher, Robin Noel,

Salem, NC .......ccoovvieeieeeiins 04/16/2001 Marshallt IA 08/20/2002

Rector, Joel M, New York, NY | 08/20/2002 arsnaTown, 1A -oceveeeeees:
) ! ! Gaskins, Shawna Galil
Renick, John T, Lynn Haven, T !

L 08/20/2002 'Gatesvnle, B D, QT 08/20/2002

sl Gibson, Pamela Gaynelle,

Riaz) Al Motamed, Beverly 08/20/2002 _ 3onesville, VA ... 08/20/2002
Rohary Lynette Mae, San Harrell, Pamela L, Kat_y, T>§ ..... 08/20/2002

Bernarding, CA .......oooooo.... 08/20/2002 Jorgensen, Bruce Craig, Clin-

Sell, Mary R, Troy, MO 08/20/2002 1O UT v 08/20/2002
Sharpe, Mark J, Hardwick, GA | 08/20/2002 Morris, Craig Alan, Lakewood,
Sill, Burnie Lee, Cedaredge, (070 TN 08/20/2002

CO 08/20/2002 Osler, Karen Ann, Malvern, 1A 08/20/2002
Sternat, Michelle Marie, Mt Pizarro, Michelle Linn, Sioux

UNION, TA oo 08/20/2002  City, 1A ooovvviennnns T 08/20/2002
Stoltzfus, Warren, Lewisville, Rohaus, Robert, Bridgewater,

TX oo 08/20/2002 NI 08/20/2002
Suarez, Luis Ramon, Miami, FL | 08/20/2002 Scott, Dona Lee, Southfield, MI 08/20/2002
Sudaria, Nicanor C, Anchorage, ) T

AK oo 08/20/2002 Patient Abuse/Neglect Convictions
Tekeian, Gohar, Los Angeles, )

(o7 N 08/20/2002 Akaya, Nicodemus Ichabu, Los
Thompson, Lisa, Pine Bluff, AR | 08/20/2002  Angeles, CA ..., 08/20/2002
Trotter, Mary, Rochester, NY ... | 08/20/2002 Alger, Tony L, Worcester, VT ... |  08/20/2002
Vaughn, John L, Knoxville, TN | 08/20/2002 Andres, Gilbert Tamayo, Cor-

Vega, Armando Richard, coran, CA ..o 08/20/2002

EIKEON, OH v, 08/20/2002 Bratcher, Louis, Fresno, CA ..... 08/20/2002
Wahba, Samuel, Palm Harbor, Cianci, Marilyn I, Monroe, NY .. 08/20/2002

FL ot 08/20/2002 Courtyard Manor Farmington
Wa|ker’ Robert D, Pewee Val- Hi”, Walled Lake, Ml 08/20/2002

Y2 2 08/20/2002 Darlington, Casey Shawn, Rock
Wallace, Linda C, Lebanon, OH | 08/20/2002 Springs, WY .o 08/20/2002
Ward, Douglas Austin, Lan- Dennis, Tammye Lynn, Still-

caster, CA oo 08/20/2002 water, OK .....cccooeeevviiiiiieeeeenn, 08/20/2002
Wilson-Zupa, Karen, Houston, Doran, Faith L, Syracuse, NY .. 08/20/2002

TX et 08/20/2002 Edwards, Lorna F, Bronx, NY .. 08/20/2002
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