
AGENCY: f%md and Drug Adminis 

ubfic workshop; request for comments. 

e Fuad and Dxzrg Ad~~s~atiQ~ ( A) is a~~~~~ci~g the f~l~~w~~g public workshop: 

ycu~~as~a~ Pneumonia Technical W~rks~~~~ ?%e topic to be discussed is how to evaluate 

drug e ctiveness against swine ~y~~~las~al respiratory disease. 

Date and Time: The public w~~ksh~~ wil‘f be held on Mazch 6 and 7, 2002, 8:30 a.m. to 

430 p.m. debit w~tt~~.~r electron; comments by May 6,2002. 
? 

e public workshop wiff be held at the DozlbfeI’xee Hotel Kansas City, 1301 
/ I 

Wyandotte St., Kansas City, MO 64105,816-4’74-6664. S 

Management Brmch (~A-3~5), Food and Drug Ad~~s~a~~~, 5630 Fishers Lane, rm. 1061, 

Rockville, D 20852. Submit electronic comments to htt~://www~fcta.govldockets/ecomrnents. 

Fur General ~~fu~~~~~~ Contat% Cillian A. Ccmyn, Center for Veterinary M~~~~~e (E--fEv- 

135), Food and Drug Ad~~~s~at~~~, 7500 Standish PI., Rockvilfe, MD 20855, 301-827-7568, 

FAX 3U~-59~2298* 

~eg~~~~~~~~~~ Registration is required. T ere is no registration r the meeting. Space is 

limited.. Reg~s~at~~~ will be on a first come, fifirst served basis. ~~f~~ati~~ about the workshop 

is available 0x1 the Internet at the Center for Veteran Medicine (CV 



2 
a.g~v~cvm. Electronic registration for the workshop is available at http:// I I- * 

www .accessdata.fda.govlscripts/oc/docketsim. A~te~at~v~~y~ please send 

reg~s~at~~n ~~f~~at~~n (~nc~udjng name, title, firm name, address, telephone, and fax number} 

to Irma Carpenter (address above), If you need special a~~~~~dati~ns due to a d~sabi~i~, please 

DoubleTree Hotel Kansas City at least 7 days in advance at 8 E-474-6664, and 

Carpenter at 301-827-7580. 

A is seeking scientific input from a broad public m to help the agency determine an 

od, in light of the current state of scientific knowledge, eva~~at~~g drug 

effectiveness against swine myc~p~asrna~ respiratory disease, ~y~~~~~~~~ ~~~~~@~~u~~~~ is a 

or pathogen in c( orcine respiratory disease complex” (PRIX). PRIG is a significant problem 

in the swine industry in the United States and abroad. This wQrks~~~ will provide a necessary 

forum for leveraging scientific resources, including tap experts in swine rny~~p~~rna~ pneumonia” 

he workshop is p ‘s leveraging initiative aimed at increasing interaction with indus 

Acadian pra~titi~ners~ and other government agencies. 

XX, Agenda 

elimin agenda is as follows: 

Hessian I : The disease-history, cfinica~ presentation, epide~~~~gy, and economics; 

Hessian 2: Cutting ed e-new findings on the ~rg~ism; 

Session 3: Perspectives from industry, producers, veterinarians, and g~ve~~nt regulators; 

Session 4: crewcut exercise; 

Panel discussion; 

reposed care items far discussion include: 



e swine rny~~p~asma~ pneumonia. 

isease in clinica and field settings. 

0 ~~~de~~~~gy: Disease determinants, risk factors, arrd c~~f~~~ders. 

ods of detection ofA4 ~~~~~~~~~~i~e in body tissues and fluids. 

* caped sampling for different methods. 

0 ~~rnp~sQ~ of detection methods far sensitivity, specificity, d positive amt negative 

predictive test values. 

3. What is the best study design for demonstrating effectiveness of treatments against 

+ What is a “cure” in swine myc~p~asmal p~e~rn~~~a, and what are the best clinical 

0 Perspectives on designing studies to demonstrate effectiveness of therapeutic modalities 

pne~rno~~a in swine associated with M. ~y~~~e~~u~~~e infer=tkxx 

* Substantial evidence. 




