UNITED STATES OF AMERICA
BEFORE THE FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

FDA DOCKET: 00N-1571
DATE: December 9, 2002

In the Matter of:

Enrofloxacin for Poultry: Withdrawal
of Approval of Bayer Corporation's
New Animal Drug Application
(NADA) 140-828 (Baytril)
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Center for Veterinary Medicine's Motion to Enter Written Direct Testimony and Specified
Exhibits and Documents into the Evidentiary Record of the Enrofloxacin Hearing

As specified in the Administrative Law Judge's April 10, 2002, Order, the Center for
Veterinary Medicine ("CVM" or "the Center") respectfully moves to enter the written direct

testimony of:

Frank Aarestrup, D.V.M,, Ph.D. (G-1451)
Frederick J. Angulo, M.P.H., D.V.M,, Ph.D (G-1452) *

Timothy J. Barrett,, Ph.D. (G-1453)

Mary J. Bartholomew, Ph.D. (G-1454)

John Besser, M.S. (G-1455)

John B. Carey, Ph.D. (G-1456)

Hubert P. Endtz, M.D., Ph.D. (G-1457)
Marja-Liisa Hanninen, Ph.D. (G-1458)

Wilma Froukje Jacobs-Reitsma, Ph.D. (G-1459)

* At the time this Motion is being drafted, the original testimony of Dr. Angulo is in route to CVM via express
courier. A facsimile copy of Dr. Angulo's signed original testimony is being filed today. CVM will move to
substitute the original signed document into the evidentiary record as soon as it is available.
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Heidi Kassenborg, M.P.H., D.V.M. (G-1460)
Christopher A. Keeys, Doctor of Pharmacy (G-1461)
Kenneth M. Koziol (G-1462)

Stuart B. Levy, M.D. (G-1463)

Catherine M. Logue, Ph.D. (G-1464)

Patrick F. McDermott, Ph.D. (G-1465)
Jianghong Meng, D.V.M., Ph.D. (G-1466)
Carolyn Harris Minnich, D.V.M. (G-1467)
Kare Molbak, M.D. (G-1468)

John Glenn Morris, M.D., Ph.D., TM. (G-1469)
Irving Nachamkin, M.P.H., Dr. P.H. (G-1470)
Clark Nardinelli, Ph.D. (G-1471)

Christopher A. Ohl, M.D. (G-1485)
Geraldine Ransom, M.S. (G-1472)

Kirk Smith, D.V.M,, Ph.D. (G-1473)

Mr. Jeffrey Spotz (G-1474)

Robert V. Tauxe, M.D., M.P.H. (G-1475)
Fred C. Tenover, Ph.D. (G-1476)

Nathan M. Thielman, M.D., M.P.H. (G-1477)
Linda Tollefson, D.V.M., M.P.H. (G-1478)
Curtis C. Travis, Ph.D. (G-1479)

David Vose, M.Sc. (G-1480)

Robert D. Walker, Ph.D. (G-1481)

Nicholas E. Weber, Ph.D. (G-1482)

Henrik C. Wegener, Ph.D. (G-1483)

David G. White, Ph.D. (G-1484)

The Center also moves to enter the following Exhibits and Documents, currently on
Docket No. 00N-1571, into the evidentiary record of the Enrofloxacin Hearing:
AHI Exhibit Numbers:

A-73



A-169
A-190

Baver Exhibit Numbers:

B-15

B-19

B-33

B-36

B-44

B-99

B-100
B-121
B-147
B-170
B-187
B-196
B-205
B-213
B-250
B-252
B-255
B-262
B-272
B-288
B-338
B-362
B-380
B-384
B-387
B-399
B-412
B-421
B-435
B-454
B-515
B-539
B-549
B-553
B-561
B-589
B-626
B-656
B-715
B-742
B-762



B-781
B-782
B-783
B-784
B-802
B-824
B-826
B-832
B-853
B-868
B-878
B-879
B-901
B-934
B-975
B-1127
B-1168
B-1195

Government Exhibit Numbers:

G-2
G-3
G-4
G-6
G-9
G-10
G-14
G-22
G-28
G-29
G-37
G-52
G-62
G-66
G-67
G-70
G-77
G-91
G-93
G-94
G-96
G-97
G-98
G-99
G-102



G-119
G-121
G-124
G-128
G-138
G-141
G-142
G-143
G-151
G-152
G-153
G-155
G-157
G-161
G-162
G-172
G-174
G-175
G-176
G-180
G-182
G-185
G-189
G-190
G-191
G-199
G-205
G-206
G-207
G-218
G-219
G-228
G-239
G-240
G-243
G-244
G-250
G-253
G-261
G-262
G-264
G-265
G-267
G-268
G-269
G-270



G-272
G-274
G-275
G-283
G-284
G-285
G-299
G-300
G-303
G-306
G-307
G-315
G-316
G-319
G-320
G-334
G-337
G-348
G-351
G-354
G-366
G-376
G-385
G-387
G-389
G-394
G-399
G-407
G-410
G-411
G-412
G-414
G-418
G-421
G-422
G-424
G-440
G-441
G-444
G-445
G-446
G-455
G-457
G-458
G-459
G-474



G-483
G-491
G-494
G-497
G-499
G-505
G-511
G-520
G-524
G-525
G-529
G-530
G-532
G-541
G-544
G-547
G-548
G-549
G-551
G-555
G-557
G-561
G-564
G-569
G-578
G-579
G-580
G-581
G-582
G-586
G-587
G-589
G-592
G-599
G-602
G-609
G-615
G-617
G-622
G-624
G-628
G-629
G-632
G-633
G-634
G-635



G-639
G-651
G-652
G-653
G-654
G-667
G-671
G-672
G-679
G-686
G-687
G-690
G-701
G-702
G-705
G-707
G-720
G-727
G-730
G-734
G-746
G-748
G-749
G-751
G-760
G-763
G-769
G-770
G-771
G-776
G-780
G-782
G-791
G-794
G-868
G-890
G-953
G-994
G-995
G-996
G-997
G-1195
G-1350
G-1352
G-1363
G-1367



G-1370
G-1372
G-1373
G-1402
G-1402, p. 1-26
G-1403, p.
G-1404, p.
G-1405, p.
G-1407, p.
G-1409, p.
G-1414, p.
G-1415, p.
G-1415, p.
G-1417, p.
G-1418, p.
G-1419
G-1420, p. 1-21
G-1421,p. 1-13
G-1422,p. 1-7
G-1423,p. 1-2
G-1424,p. 1-4
G-1424, p. 14-32
G-1425, p. 1-55
G-1426, p. 1-18
G-1427,p. 1-3
G-1428,p. 1-24
G-1429, P. 1-13
G-1430

G-1431 p. 1-20
G-1432,p. 1-46
G-1433, p. 1-10
G-1434,p. 1-21
G-1435,p. 1-33
G-1437,p. 1-7
G-1438, p.1-20
G-1439,p. 1-7
G-1440, p. 1-24
G-1442,p. 1-11
G-1443
G-1444,p. 1-
G-1446,p. 1-
G-1451
G-1452
G-1453
G-1454
G-1455
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G-1456
G-1457
G-1458
G-1459
G-1460
G-1461
G-1462
G-1463
G-1464
G-1465
G-1466
G-1467
G-1468
G-1469
G-1470
G-1471
G-1472
G-1473
G-1474
G-1475
G-1476
G-1477
G-1478
G-1479
G-1480
G-1481
G-1482
G-1483
G-1484
G-1485
G-1517
G-1528
G-1606
G-1608
G-1609
G-1610
G-1612
G-1616
G-1617
G-1629
G-1630
G-1644
G-1645
G-1656
G-1657
G-1661



G-1662
G-1663
G-1665
G-1666
G-1667
G-1677
G-1679
G-1680
G-1681
G-1684
G-1686
G-1692
G-1696
G-1697
G-1698
G-1704
G-1705
G-1709
G-1711
G-1712
G-1713
G-1715
G-1718
G-1719
G-1724
G-1731
G-1743
G-1745
G-1746
G-1747
G-1748
G-1749
G-1752
G-1756
G-1757
G-1758
G-1761
G-1762
G-1766
G-1768
G-1772
G-1774
G-1775
G-1777
G-1778
G-1779



G-1783
G-1784
G-1785
G-1789
G-1790
G-1791
G-1792
G-1793
G-1794
G-1795
G-1796
G-1797
G-1798

Miscellaneous Documents:

bkgl ref 001-075
bkgl, risk
bkgl, risk 001-125

Respectfully submitted this 9th day of December, 2002, by:

Nadine Steinberg

Counsel for the Center for
Veterinary Medicine

5600 Fishers Lane (GCF-1)

Rockville, MD 20857

(301) 827-5050




UNITED STATES OF AMERICA
BEFORE THE FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES

)
)
)
In the Matter of: ) FDA DOCKET: 00N-1571
) DATE:
Enrofloxacin for Poultry: Withdrawal )
of Approval of Bayer Corporation's )
New Animal Drug Application )
(NADA) 140-828 (Baytril) )
)
)
)
)
ORDER

By motion filed December 9, 2002, the Center for Veterinary Medicine moves the
written direct testimony of its witnesses, and specific exhibits and documents currently on
Docket 00N-1571, into the evidentiary record of this hearing. The Center for Veterinary
Medicine's Motion is HEREBY GRANTED.

Dated this of , 200 .

Daniel J. Davidson
Administrative Law Judge



Enrofloxacin Hearing
Docket No: O0ON-1571

CERTIFICATE OF SERVICE

I hereby certify that an original and one copy of the foregoing Center for Veterinary
Medicine's Motion to Enter Written Direct Testimony and Specified Exhibits and Documents
into the Evidentiary Record of the Enrofloxacin Hearing was hand delivered this 9th day of
December, 2002, to:

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane (Room 1061)
Rockville, MD 20852

I also certify that a copy of the pleading has been hand delivered and e-mailed, this 9th
day of December, 2002, to:

The Office of the Administrative Law Judge
Food and Drug Administration

Room 9-57, HF-3

5600 Fishers Lane

Rockville, MD 20857

I also certify that a copy of this pleading was e-mailed and mailed by First Class U.S.
mail, this 9th day of December, 2002, and a complete copy of the paper submission, along with
pdf files on a CD will be delivered this 9th day of December, to:

Robert B. Nicholas
McDermott, Will & Emery
600 13th Street, NW
Washington, DC 20005

Kent D. McClure

Animal Health Institute

1325 G Street, NW, Suite 700
Washington, DC 20005

Dated: L%ﬁ@ < : ﬂj 7y, /Z g\g@k/vﬂvi/

Nadine Steinberg

Counsel for the Center for
Veterinary Medicine

5600 Fishers Lane (GCF-1)

Rockville, MD 20857

(301) 827-5050




