
A Parfnership Including 
Professional Corporations 
600 Thirteenth Street, N.W. 
Washington, D.C. 20005-3096 
202-756-8000 
Facsimile 202-756-8087 

MCDERMOTT, WILL & EMERY 

Gregory A. Krauss 
Attorney at Law 
gkrauss@mwe.com 
202-756-8263 

August 27,2002 

Boston 
Chicago 
London 
Los Angeles 
Miami 
Moscow 
New York 
Orange County 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane (Room 1061) 
Rockville, Maryland 20852 

Re: In the Matter of Notice of Hearing: Proposal to Withdraw 
Approval of New Animal Drug Application for Enrofloxacin 
for Poultry (“Enrofloxacin Hearing) 
FDA Docket: OON- 157 1 

Dear Sir/Madam: 

Enclosed for filing please find an original and two copies of a Joint Consent Motion to 
Extend Deadline for Submission of Joint Stipulations. Please return a file-stamped copy in the 
enclosed self-addressed stamped envelope. 

Please call with any questions. 

Sincerely, 

Gregory A. Krauss 

GAK:j eh 
Enclosures 
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In the Matter of: 

Enrofloxkcin fey Pq&ry: 
Withdrawal of Approval of 
New Animal Drug Application 
NADA 140-828 

FDA DOCKET: OON-15’7J 

On April 10, 2002, Administrative Law Judge Davidson issued an Order establishing a 

Schedule of Due ,Dates (the “Scheduling Order”) in the above-captioned hearing. The 

Scheduling Order establishes ,a September 16, 2002 deadline for the submission of. joint 

stipulations. By Joint Consent Motion, Bayer Corporation (“Bayer”) and the Center for 

Veterinary Medicine (“CVM”), with the assent of the Animal _Heal.th ,&ti.mte (“AHI”)‘, 

respectfully request that the schedule be amended to allow, the S,ubmissioy! of Joint Stipulations “I .,! ,a.. 

on September 20,2002. 

The Present Jbint Stbulation Deadline Falls On Yom KiDpur _ .,. 9.; ,: :/_ 

The current Scheduling Order sets September 9, 2002 as the date for Exchange of 

Proposed Stipulations and September 16, 2002 as the deadline for Submission of Joint l.l+> ,_>.,*, % / ) _. ii ,‘. 

Stipulations. This year, the Jewish holiday of Yom Kippur falls on September 16, 2002.2 

Because the joint stipulation deadline conflicts with Yom, Kippur, counsel for CVM contacted 

I . _, ^. ., I 
’ On August 26,2002, counsel for Bayer, Gregory A. Kra&; discusseh thk wi&in,%3otio~ &h,Ke$i &h&Clure, 
counsel for particihant AH11 “Counsel for AH1 assented tp the q@&n sought herein. 
* Yom Kippur begins on sundown August 15,2002, and ends on August 16,2002 at sundown. 
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counsel for Bayer to discuss a proposal to amend the due &!,e: Counsel for the parties agreed to <.‘ZF~ I,d (:^&\.7 si:^ < 

jointly propose by motion an extension c~fihe joint stipulation deadline to September 20, 2002. 

The parties believe that the +e@on ofJ~$~~~&liqe by four days will not result in any undue 

delay of the proceedings. 

Extending the Deadline Will Give the Parties Additional 2. .^ __/ ,,‘ jD^_i.: w._ j “*:I.‘r~i.~.,;.“,i**,~r~=~l.l,~~ ,t, *‘lpi ‘” > ;, .il. *, , 
Time to Discuss and Awee to Joint Stin$$@ j .” . . “, 

Counsel for Bayer and CVM discusSed $zo+n<ng the deadline for joint stipulations to 

September 13, 2002 in light of the conflict with y~o~~,~ Kippur. This option is impractical, 

however, because it would allow only 4 days after the September 9, 2002 exchange (one of 

which is the September 1 lth mivers+y) to discuss, negotiate and agree to joint stipulations. 

The parties agreed, therefore, that a short e@znsiQn is in the be+ i@eresJ,.ef the parties and of the 

hearing officer. The parties believe that joint stipulations will be the best ,opportunity to narrow 

the scope of testim,ony presented at the hearing. Counsel for the parties agree that having the 

additional time will increase the chances that the parties will reach agreement on more of the (* -. ,” * . “X (l.A**a” . . ,*. ..II’“IyI1.~*$,~*~;“!s, I, SW’- “srj+&: Is_ ;4- i* , i . ,, _, 

proposed stipulations. Cour+l a& agree that extending the deadline for submissjon of joint 

stipulations by four days is a reasonable proposal that will not prejudice any party or 

unreasonably delay the proceeding. 

Parties May Request Extensions of Time 
and the Repulations Permit the ALJ To Grant Such Reauests I_, . .,_ ,_ ~ __ “7, ,L (‘“‘:eh ,. -r y; p.,.<.y :‘* >*..,-*.:* ,.” .,- I . 

The March 22, 2002 Order in this..mz$er specifically provides that the parties, either on 

their own or jointly, may seek an extensiog of $hq. SchEdvlq.: I, 

Requests for extensions of time must be submitted in wz$ng at least five full working days before the due d;-sh ~~‘:~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~hsions of time may be 

made at,qy time up to and including the day prior to the due date, 

54-1.04825O.W,13 
2 
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March 22, 2002 Order at 2. Furthermore, under’21 ‘CFR 5 1276y’the presidingofficer ‘has the 

authority to set the time for pleadings, and rule on motions and other procedural matters. See 21 

CFR 8 12.70(i) & 0’). Here, the parties have submitted a timely unopposed joint motion more 

than three weeks before the joint stipulation deadline. Thus, the ALJ hasboth the authority to 

grant such a motion, and ample time to consider this joint proposal. 

Conclusion 

Bayer and CVM jointly propose a short extension in the joint stipulation deadline, 

because the current deadline falls on Yom Kippur.. A modification of the due ‘date wiil not 

prejudice any party or participant, will not result in any unreasonable delay of the proceeding and 

will allow the parties additional time to negotiate joint stipulations. The Parties respectfully 

request, therefore, that the proposed change to the Schedule above should be adopted. 

Respectfully submitted, 

James H. Sneed 
Gregory A. Krauss 
M. Miller Baker 
MCDERMOTT, WILL & EMERY 
600 Thirteenth Street, N.W. 
Washington, D.C. 20005 
(202) 756-8000 

Attorneys for Bayer 

(+Jkbi-/- ~*J~~D~ 

Counsel for the Center for Veterinary Medicine 
5600 Fishers Lane (GCF-1) 
Rockville, MD 20850 
(301) 827-5050 
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. 

CERTIFICATE OF Si3RVICE - ‘,I ” * a I,, *. ,-~..,si.*..:,“‘., y< ~,” ,_,_. 

I hereby certify that a copy of the Joint Consent &@ti?nto @!,$n$ De%@?: For 
Submission of Joint Stipulations was sent via e-mail and via;first-p!ase~aii,~ostage Pre-Paid 
this 27th day of August 2002, to: 

Nadine R. Steinberg, Esquire 
Food and Drug Administration 
Office of General,Counsel (CGF-1) 
5600 Fischers Lane, Room 7-77 
Rockville, MD 20857 

and was mailed, 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 

Dockets Management Branch (HFA - 305) - FDA 
5630 Fishers Lane 
Room 1061 
Rockville, Maryland 20857 

Honorable Daniel J: Davidson ,, , 
Administrative Law Judge , ., .,*e .,A~ 
Food and Drug Administration, _ , 
Room 9-57, HF-3 
5600 Fishers Lane 
Rockville, Maryland 20857 

WDC99 f&4064-1.048~50.0013 

Gregory A. Krauss 



In the Matter of: I FDA DOCI$ET: OON-1571 L,. I. _. 1 ._, ., 

Enrofloxacin +f?l: Poultry: , ,.._b, 
Withdrawal of,&pprovai of 
New Animal Drug Application 
NADA 140-828 

ORDER 

UPON c,o~sIQERATI()N of tx, .lqj@ Consent Motion to Ex$nd the Deadline for j .I,,< --:i:*“,“:rw. ;y’:*,“,! 3, Q“,a;y$$,,,. -,,,” ‘. ‘1;‘~ j r, ., ;* .n$ $$r, 3 ..\ “4 ;.. -, .,; ,,, -. 
Submission of J&&t ,Stipulations, it is hereby 

Stipulations: 

9. Submission of J&t Stipulations 9/20/02 

The remainder of $e, ,s$!ed& ,$?!~,p!?$.~,!?~!~~~ would remain as i{,,,???e,?rs in the Apri1 ’ ” I . :,2- ;: i..‘ ‘>I,,,: Z”“$, ,::; ,:*,,.,i. _,(,. 
2002 Order. i 

DATED this the ,- day of August, 2002. 

Daniel J. Davidson 
Administrative Law Judge 
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, ,-?s McDwom, WILL & EMERY 

[y--l 

600 13th Street N.W. 
Washington. DC. 2001)5-3096 

Dockets Management Branch (HFA - 305) - FDA 
5630 Fishers Lane 
Room 1061 
Rockville, Maryland 20857 


