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IN THE MATTER OF NOTICE OF HEARING:
PROPOSAL TO WITHDRAW APPROVAL OF NEW
ANIMAL DRUG APPLICATION FOR ENROFLOXACIN
FOR POULTRY ("ENROFLOXACINHEARING™)
Docket Number 00N-1571

Submission of Respondent Bayer Corporation’s Witness List, CVs and
Prior Statements Pursuantto 21 C.F.R. 8 12.92

Please find enclosed an original and one copy of Bayer Corporation's Witness List,

Witness CVs and Prior Written Statements pursuant to 21 C.F.R. § 12.92(a)(2)(ii) and (iii).

Respectfully submitted,

BAYER CORPORATION

L

Robert B. Micholas
MCDERMOTT, WILL & EMERY
600 13th Street, N.W.

Washington, D.C. 20005-3096
(202) 756-8170

Counsel to Bayer Corporation
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UNITED STATES OF AMERICA
BEFORE THE FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

In the Matter of:
FDA DOCKET: 00N-1571
Enrofloxacin for Poultry:
Withdrawal of Approval of May 20,2002
New Animal Drug Application
NADA 140-828

RESPONDENT BAYER CORPORATION’SWITNESS LIST

Pursuant to 21 CFR § 12.92(a)(2)(ii), Respondent Bayer Corporation (“Bayer”) hereby
submits its list of Witnesses whose testimony will be offered. The curriculum vitae for each, as
well as materials submitted pursuant to 21 CFR § 12.92(a)(2)(iii) are hereby submitted in 3
binders with tabs 1-20 corresponding to each Witness. These materials have been submitted to
the Dockets Management Branch pursuant to Rule 12.92(a)(2).

1. Gregory A. Burkhart, M.D., M.S.
12224 Quorn Lane
Reston, Virginia 20191

2. Louis Anthony Cox, Jr., Ph.D.
Cox Associates
503 Franklin Street
Denver, Colorado 80218

3. Roger A. Feldman, M.D.
Unit for Costs and Outcomes Evaluation
The Royal London Hospital
Whitechapel Road, London, El 1BB

4. Joel Philip Freiman, M.D., M.P.H.

27 Mistflower Place
The Woodlands, Texas 77381
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5. John R. Glisson, DVM, Ph.D.
Poultry Diagnostic & Research Center
University of Georgia
Athens, Georgia

6. CharlesN. Haas, Ph.D.
Drexel University
School of Environmental Science, Engineering and Policy
L.D. Betz Professor of Environmental Engineering
32nd and Chestnut Streets
Philadelphia, Pennsylvania 19104

7. Paul lannini, M.D.
Chairman, Department of Medicine
Danbury Hospital
24 Hospital Avenue
Danbury, Connecticut 06810

8. Dr. Manfred J. S. Kist
University Professor
Head of the German Consiliary Laboratory for Campylobacter
Institute for Medical Microbiology and Hygiene
University of Freiburg
Freiburg, Germany

9. G. Thomas Martin, Jr.
Agrimetrics Associates, Inc.
Brandermill Office Park
3121 E. Boundary Court
Midlothian, Virginia 23112

10. Diane G. Newell, Ph.D.
Veterinary Laboratories Agency, New Haw, Addlestone,
Surrey KT15 3NB United Kingdom

11. Mark S. Pastemack, M.D.
Chief, Pediatric Infectious Disease Unit
Associate Professor of Pediatrics
Massachusetts General Hospital East
Infectious Disease Office
149-13th Street - 5th Floor
Charlestown, Massachusetts 02129-2000

12. James W. Patterson, Ph.D.
J.W. Patterson Environmental Consultants, Inc.
P.O. Box 23109
Silverthome, Colorado 80498
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13.  Michael C. Robach
Vice President
Technical Servicesand Regulatory Affairs
Wayne Farms, LLC
4110 Continental Drive, Bldg. B
Oakwood, Georgia 30566

14.  Scott Russell, Ph.D.
Associate Professor
Poultry Processing Microbiology
Department of Poultry Science
University of Georgia
Athens, Georgia 30602-2772

15.  Peter Silley, Ph.D.
MB Consult Limited
The Triangle
52 Moorbottom Lane
Bingley
West Yorkshire, UK
BD16 4HA

16. Dr. John Andrew Smith
Director of VVeterinary Services
Fieldale Farms
P.O. Box 558
Baldwin, Georgia 30511

17. Terry N. TerHune, DVM, Ph.D.
HMS Veterinary Development, Inc.
3346 Avenue 248
Tulare, California 93274

18.  Anthony E. van den Bogaard
Department of Medical Microbiology
University Maastricht
P.O. Box 616
NL-6200 MD Maastricht
The Netherlands

19.  Dennis P. Wages, DVM, Dipl. ACPV
Professor, Poultry Health Management
Department of Farm Animal Health and Resource Management
College of Veterinary Medicine
North Carolina State University
Raleigh, North Carolina 27606
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20.  StevenR. Woodruff, P.E.
Woodruff & Howe Environmental Engineering, Inc.
192 Spring Lake Lane
Canton, Georgia 30115

Respectfully submitted,
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Robert B. I\;i;:gﬂ}/ '

JarnesH. S

Gregory A. Krauss

M. Miller Baker

MCDERMOTT, WILL & EMERY
600 13th Street,N.W.

Washington, D.C. 20005-3096
(202) 756-8000
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CERTIFICATE OF SERVICE

| hereby certify that a copy of Respondent’s Bayer Corporation’s Witness List was
mailed this 20th day of May 2002, via first-class mail, postage pre-paid to:

Kent D. McClure

Animal Health Institute

1325 G Street, N.W., Suite 700
Washington, D.C. 20005

I hereby certify that a copy of Respondent’s Bayer Corporation’s Witness List was e-
mailed and also mailed, postage pre-paid, this 20th day of May 2002, to:

Nadine R. Steinberg, Esquire

Food and Drug Administration
Office of General Counsel (CGF-1)
5600 Fischers Lane, Room 7-77
Rockville, Maryland 20857

| hereby certify that a copy of Respondent’s Bayer Corporation’s Witness List was
emailed, faxed and also mailed, postage pre-paid, this 20th day of May 2002, to:

Honorable Daniel J. Davidson
Administrative Law Judge
Food and Drug Administration
Room 9-57, HF-3

5600 Fishers Lane

Rockville, Maryland 20857

Robert B-Nicholas
- /
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