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April l&2003 , 

The Center for Veterinary Medicine (“CVM” or “the Center”) respectfully 

submits this motion for reconsideration of the Order issued on April 15,2003, because 

Bayer Corporation’s (“Bayer”) request fails to justify the reasons for cross-examination 

and does not provide enough information to evaluate whether the standard for cross- 

examination in 21 C.F.R. $ 12;87(b)(l(ii) has been met. 

21 C.F.R. 0 12.87(b)(l(ii) p rovides that’“[o]ral cross-examination’ofwitnesses 

will be permitted if it appears that alternative means of developing-the evidence “‘are 

insufficient for a full and true disclosure of the facts and that the party requesting oral 

’ CVM intends this motion to be a motion for reconsideration of the ALJ’s April 15,‘2003, Order-if that 
order had the effect of granting CVM’s” and Bayer’s motions for~l%inission to conduct cross-examination 
dated April 14, 2003. If, on the other hand, the April 15,2003; Orderwdid notr&“on’“m~mot&s ‘to’ ’ “4 /.: .“,,S. _, .I __ ,( 1, conduct cross-examination, CVM intends this to be its opposition to’Bayer’s motion to conduct cross- ‘I 
examination filed on April 14,2003. . - 



cross-examin@ion will be prejudiced by denial of the request or that oral cross 

examination is the most effective and efficient means to clarify the matters at issue.” 

Bayer’s request for cross-examination lacks justification. The parties have spent an 

enormous amount of time and resources amassing the dock& in this hearing, and . 

developing a comprehensive evidentiary record. Given the huge amount of inform&on 

already in the evidentiary record Bayer’s request fails to articulate why alternative 

means, such as post-hearing briefing, are insufficient for, a full and trG &‘clo&$% of’tIi& . j”.. ..,) . . / 

facts and why Bayer believes that either: (a) it would be prejudiced by denial of its 

request for cross-examination; or (b) that oral cross-examination is the most effective and 

efficient means to clarify the issues. Bayer’s request merely provides the names of 

twenty-seven (27) CVM witnesses and the estimated time for cross-examination of each 

witness; it fails to demonstrate why cross-examination of twenty-seven (or even one) 

CVM witnesses is justified.2 The request for cross-examination filed by Bayer suggests 

that Bayer did not even consider the standard but rather indiscriminately sbuglit 

permission to conduct cross-examination. And, of the twenty-seven CVM witnesses that 

Bayer seeks to cross-exam& Bayer has planned only one to two hours to cross-examine 

nineteen CVM witnesses (including four witnesses residing in’Europe),3 thus signaling 

there are few issues that could possibly be in contention and that they can likely be 

addressed in ways other than through cross-examination. Accordjngly, CVM r&p&fully 

. 

2 Without any justification from Biyer, CVM shoulq nbt be requiied to hear the‘costs’of ljresknting twentjr- 
seven of its witnesses for cross-exatination. 
3 CVM points out that, of the twenty-seven witnesses tliat Bayer seeks to cross-examine seven currently 
live in Europe. 
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requests reconsideration of the ALJ’s April 15; 2063, “Order.’ ~ 

=h 
Candace Ambrose 
Nadine Steinberg 
Counsel for the Center for Veterinary Medicine 
5600 Fishers Lane (GCF- 1) 
Rockville, MD 20857, 
(303) 827-l 137 
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I hereby certify that an original and one copy of the foregoing Center for 
Veterinary Medicine’s Motiop fq Reconsideration of the Order issued, on April * .,I ‘“*lh.riin .,“... “,i */ (_i ,.” r.,.; “,l?*,,x- ** .,“~r,.i,~sn~~.“rr,~.,~~~, >:> ,; ;*,. , 12,2003, ,. , 
was hand delivered this 15th day of April, 2003 to: ,. .-.\ai ; 

Dockets Management Branch (HFA-305) 
Food and Dmg Administration 
5630 Fishers Lake (FoQ~ 1061) 
Rockville, MD 20852 

I also certify that a copy of this Motion has been @&.&Jiy,~~~d and e-mailed, this ,-x. .~ *c”ll?,” .‘“.,,<., 
15th day of April, 2003 to: 

The Office of the Ad~b-Qtrative~.L~~ &!ge 
Food and lJpg Administration 
Room 9-57, HF-3 

U.S. 

5600 Fisher T 
- . . . . m =ane,., / __ , 
Kockville, IVID 20857 

n 
I also certify that a copy of this Motion, ~~~~ egailed and mailedby First Class s ., .x ..,. l._,l*;, _.. . _.~ -. 

zail, this 15th day of April, 2003, to: 

Robert B. Nicholas , ,_ 
’ McDermott, Will & Emery 

600 13th Street, NW 
Washington, DC 20005 

Kent D. McClure 
Animal Health In@iQ$e i_ _ 
1325 G Street, NW, Suite 700 
Washington, DC 20005 
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