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adding or revising data fields to ensure
reporting clarity.

DATES: Submit written or electronic
comments on the proposed revised
Form VAERS-2 to ensure their adequate
consideration in preparation of the final
form by January 22, 2002.

ADDRESSES: Submit written requests for
single copies of the proposed revised
form to the Office of Communication,
Training, and Manufacturers Assistance
(HFM—40), Center for Biologics
Evaluation and Research (CBER), Food
and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448. Send one self-addressed adhesive
label to assist the office in processing
your requests. The form may also be
obtained by mail by calling the CBER
Voice Information System at 1-800—
835-4709 or 301-827-1800, or by fax by
calling the FAX Information System at
1-888—CBER-FAX or 301-827-3844.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
proposed revised Form VAERS-2.

Submit written comments on the
proposed revised form to the Dockets
Management Branch (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:
Michael Anderson, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448, 301-827-6210.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a proposed revised form entitled
“Vaccine Adverse Event Reporting
System” (Form VAERS-2) dated July
2001. The Vaccine Adverse Event
Reporting System is a cooperative
program for vaccine safety of FDA and
the Centers for Disease Control and
Prevention. VAERS is a postmarketing
safety surveillance program collecting
information about adverse events (side
effects) that occur after the
administration of U.S. licensed
vaccines. Reports are welcome from all
concerned individuals: Patients,
parents, health care providers,
pharmacists, and vaccine
manufacturers. The proposed revised
form is intended to facilitate electronic
reporting. The form has been revised by
deleting data fields that FDA considers
redundant or unnecessary, and by
adding or revising data fields to ensure
reporting clarity.

II. Comments

The proposed revised form is being
distributed for comment purposes only
and is not intended for implementation
at this time. Interested persons may
submit to the Dockets Management
Branch (address above) written or
electronic comments regarding the form.
Submit written or electronic comments
on the proposed revised form to ensure
their adequate consideration in
preparation of the final form by January
22, 2002. Two copies of any comments
are to be submitted, except individuals
may submit one copy. Comments
should be identified with the docket
number found in the brackets in the
heading of this document. A copy of the
proposed revised form and received
comments are available for public
examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

I1I. Electronic Access

Persons with access to the Internet
may obtain the proposed revised form at
either http://www.fda.gov/cber/vaers/
report.htm or http://www.fda.gov/
ohrms/dockets/default.htm.

Dated: November 7, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-28884 Filed 11-19-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Public Hearing; Notice of Meeting

In accordance with section 10(a) (2) of
the Federal Advisory Committee Act
(Public Law 92—-463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of December.

Name: Advisory Commission on
Childhood Vaccines (ACCV).

Date and Time: December 5, 2001; 9
a.m.—4 p.m.

Place: Parklawn Building, Conference
Rooms G & H, 5600 Fishers Lane,
Rockville, Maryland 20857, and Audio
Conference Call.

The full ACCV will meet on
Wednesday, December 5, from 9:00 a.m.
to 4:00 p.m. The public can join the
meeting in person at the address listed
above or by audio conference call by
dialing 1-888-316—9406, and providing
the following information:

Leader’s Name: Thomas E. Balbier, Jr.

Password: ACCV.

The agenda items will include, but
not limited to: a discussion of proposed
legislation from the House Committee
on Government Reform; a discussion of
a possible alternative standard for the
adjudication of claims for non-table
injuries; a discussion on the interim
payment of medical expenses; a
presentation from petitioners attorneys’
perspective; a discussion of the
legislative proposal for reversionary
trusts; a presentation on the Institute of
Medicine’s Report, “Thimerosal-
Containing Vaccines and
Neurodevelopmental Disorders”; and
updates from the National Vaccine
Injury Compensation Program, the
Department of Justice, and the National
Vaccine Program Office.

Public comment will be permitted at
the end of the ACCV meeting on
December 5, 2001. Oral presentations
will be limited to 5 minutes per public
speaker. Persons interested in providing
an oral presentation should submit a
written request, along with a copy of
their presentation to:

Ms. Cheryl Lee, Principal Staff
Liaison, Division of Vaccine Injury
Compensation, Office of Special
Programs, Health Resources and
Services Administration, Room 8A—46,
5600 Fishers Lane, Rockville, MD
20857. Requests should contain the
name, address, telephone number, and
any business or professional affiliation
of the person desiring to make an oral
presentation. Groups having similar
interests are requested to combine their
comments and present them through a
single representative. The allocation of
time may be adjusted to accommodate
the level of expressed interest. The
Division of Vaccine Injury
Compensation will notify each presenter
by mail or telephone of their assigned
presentation time.

Persons who do not file an advance
request for a presentation, but desire to
make an oral statement, may sign-up in
Conference Rooms G and H on
December 5, 2001. These persons will
be allocated time as time permits.

Anyone requiring information
regarding the ACCV should contact Ms.
Cheryl Lee, Principal Staff Liaison,
Division of Vaccine Injury
Compensation, Office of Special
Programs, Health Resources and
Services Administration, Room 8A—46,
5600 Fishers Lane, Rockville, Maryland
20857, telephone (301) 443-2124 or e-
mail: clee@hrsa.gov.

Agenda items are subject to change as
priorities dictate.
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Dated: November 14, 2001. ; ;
James J. Corrigan, Subject, City, State Eflfjegttéve Subject, City, State Efgeacttéve
Associate Administrator for Management and
Program Support. DAYTON, OH OMAHA, NE
[FR Doc. 01-28963 Filed 11-19-01; 8:45 am] WgSEDII_:{BUUNII?,NDE(’)s(_?THY A ... 11/20/2001 CLIJ:l\(/;I\lgE\IS(__?‘rSI,:EIiLSIE,Ig: R ... 11/20/2001
BILLING CODE 4165-15-P DENSON, MARK L ....cccocevvnnnnne 11/20/2001
Felony Conviction for Health Care Fraud TUCSON, AZ
EARLEY, ANNA RENEE .......... 11/20/2001
DEPARTMENT OF HEALTH AND LENIU, GRACE FAITAMALII ... | 11/20/2001 POTEAU, OK
HUMAN SERVICES TEMECULA, CA FINKEN, JEAN ELIZABETH .... 11/20/2001
AMARILLO, TX
Office of Inspector General Felony Control Substance Conviction FOSTER, JERRIL L ANN ......... 11/20/2001
MONTGOMERY, AL
Program Exclusions: October 2001 CUMMINGS, REGINA DAWN .. | 11/20/2001 FREMER, EDWARD M ........... 11/20/2001
LOUISVILLE, KY BULLHEAD CITY, AZ
AGENCY: Office of Inspector General, DILL, CHRISTY APRIL ............. 11/20/2001 GELO, DEBBIE H ...coovvvvirennee 11/20/2001
HHS. MARYVILLE, TN NAPLES, FL
ACTION: Notice of program exclusions. SPRENGER, CRAIGR ............ 11/20/2001 GRAVES, JAMES FREDERICK | 11/20/2001
FARGO, ND PACE, FL
During the month of October 2001, Patient Abuse/Nedlect Convict G%%'NE%%% ?/I&K Ko 11/20/2001
: atient Abuse/Neglect Convictions ,
}}r;e Ijii g}fg?;g;;‘?giitgzizziﬁl HAVEN, GERRY BURGESS ... | 11/20/2001
b . . EMMONS, HOLLY ANN ........... 11/20/2001 LAYTON, UT
forth below. When an exclusion is IONIA. MI HOVIS, VICKIE D MITCHELL .. | 11/20/2001
imposed, no program payment is made  FROMMELT, JEFFREY PAUL 11/20/2001 FYFFE, AL
to anyone for any items or services CEDAR RAPIDS, IA JONES, PAULA RENEE .......... 11/20/2001
(other than an emergency item or HILL, SHERYL ..o 11/20/2001  BAY MINETTE, AL
service not provided in a hospital CLEVELAND, OH KELLER, ELLEN J oo, 11/20/2001
emergency room) furnished, ordered or  INGLES, JEANETTE ................ 11/20/2001 WEBSTER CITY, 1A
. KENYON, KEITHE .....ccccoeunnnn. 11/20/2001
prescribed by an excluded party under SHAKOPEE, MN VAN NUYS. CA
the Medicare, Medicaid, and all Federal LOWE, ELLENM ... 11/20/2001 KLEIN DONl\iA MACDONALD 11/20/2001
Health Care programs. In addition, no MIEEERILN%EISE/IQR'J?EXN 11/20/2001 CHA:LFONT, PA
program payment is made to any SELDiEN Ny KNALL, PHILIP A .....cccvrieeen. 11/20/2001
busmgss or facility, e.g., a hos'pltal, that POWELL, NATASHAB ............ 11/20/2001 SCOTTSDALE, AZ
submits bills for payment for items or WARRENS HGTS, OH KRS?JEMGNEEIT‘«; J&NE Lo 11/20/2001
services provided by an excluded party. STORER, CARLAS ............... 11/20/2001 :
Program beneficiaries remain free to WEST UNION, OH LAEVg@g,\lSDAIND%Ré ANGOSAN ~ | 117202001
decide for themselves whether they will WALKER, BEATRICE .............. 11/20/2001 | EwiS RUSSELL DEAN 11/20/2001
continue to use the services of an N AUGUSTA, SC ONEONTA AL
excluded party even though no program WILCOX, DUSTIN LINCOLN ... 11/20/2001 LUJAN, CYNTHIA A wooveevera 11/20/2001
payments will be made for items and SANDY, UT TUCSON, AZ
services provided by that excluded Conviction for Health Care Fraud MCCLINTON, M COLLEEN ..... 11/20/2001
party. The exclusions have national MCALLEN, TX
effect and also apply to all Executive ROSOL DEBRA LYNN ... . 11/20/2001 MITCHELL, ALICEE ................ 11/20/2001
Branch procurement and non- WAVERLY, IA LUBBOCK, TX
. ' OUR HOUSE, INC ................... 11/20/2001
procurement programs and activities. - - - HANNIBAL, MO
: License Revocation/Suspension/ PACIFIC PLAZA PHARMACY | 11/20/2001
Subject, City, State Effective Surrendered LONG BEACH, CA
Date ABBARNO. AASE PAULK, JAMES MICHAEL ....... 11/20/2001
— : VICKSBURG, MS
Program_Re|ated Convictions JURGENSEN ....coooovvvvevvnnen 11/20/2001 PIPER. MARVIN A oo 11/20/2001
BULLHEAD CITY, AZ ALTADENA CA
ANTONUCCI, LEONARD ......... 11/20/2001 ACKERMAN, MILTON J ........... 11/20/2001 REYNOLDS, I'?ENEE KAYE ... 11/20/2001
BAYSIDE, NY KAILUA, HI FORT DODGE, 1A
BUKHARI, SAMAD ..........cconveen. 11/20/2001  ANCY, CAROLYN COLLINS .... | 11/20/2001  R|CHARDSON, GINA ............... 11/20/2001
SANTA ANA, CA BURLESON, TX HAMMONTON, NJ
ELENKIWICH, LYLE G ............ 11/20/2001 AUSTIN, RUBY JEWEL ........... 11/20/2001  RODGERS, PATRICK ............. 11/20/2001
YANKTON, SD LAWTON, OK LONG BEACH, CA
HEFFERNAN, THOMAS .......... 11/20/2001 AUSTIN, ALENE JO ................. 11/20/2001 ROGERS, KARENR .....coev...... 11/20/2001
CINCINNATI, OH SHAWNEE, OK HOCKLEY, TX
JAIN, TARUN ..o, 11/20/2001 AZGOROV, TODOR PETKOV 11/20/2001  SHELLEY, DIANA MARIA ........ 11/20/2001
FORT GRATIOT, MI VAN NUYS, CA SAN ANTONIO, TX
MUHAMED, MUNIRAT .......... 11/20/2001 BUDDINGH, SUSANNE E ....... 11/20/2001 SHIPLEY, LAURA LYNNE ....... 11/20/2001
HENDERSON, NV SANTA CLARITA, CA LOMITA, CA
PUSHKIN, YURIY ..cccooviiiinnnne 11/20/2001 CHAPMAN, LENORA A ........... 11/20/2001 S| OAN, MELISSA MAXINE ..... 11/20/2001
COLUMBUS, OH PHOENIX, AZ DALLAS, TX
ROBERT A. ROSEVEAR D D CLEVELAND, MIRIAM G ......... 11/20/2001  SMART, RITA PAULETTE ....... 11/20/2001
S,PC 08/27/2001 DES MOINES, IA ST PAUL, MN
LEAWOOD, KS COTTON, TINA SUE SAUCIER | 11/20/2001 SOWELL, DAVID ..........c.cc......... 11/20/2001
SANDOVAL, DANNY A ............ 11/20/2001 CLARKSVILLE, AR ASHLEY, ND
AURORA, CO COWAN, MORLEY B ............ 11/20/2001 STEWART, KENNETH LESLIE 11/20/2001
STRAUSBERG, LEE EVER- NASHVILLE, TN FRESNO, CA
ETT e 11/20/2001 COX, ROY LYNN ......cccceeiviennn 11/20/2001 SWEEDEN, ANITA ANN .......... 11/20/2001




		Superintendent of Documents
	2023-05-04T17:57:46-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




