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The Food and Drug Administration (FDA)‘is $rmo$nding a’publid . ” -,- ._ ,_ ‘_ ; i 1, ‘I’ , ,-I, :” ’ 
workshop entitled “Use of RadioIabele.d‘Platelets for Assessment of the In Viva? 

Viability of Platelet Products”. 
_ _. 

The goal of the workshop is to orient the .L ). .: 9 
transfusion community to a new approach for assessing ‘the quality of platelet’ 

~7:’ , 1 ./. ,“- ). 
products through radiolabeling studies in healthy !hu@m volunteers. 

f 

,;I j ‘._ ;i: ‘i 
Date and Time: The public workshop will be ht@ld jon Ma< 3, 2004, from 

/ 
8 a.m. to 5 p.m. 
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Research (Hf?vf-302), Food and Drug Administrat@n, {+l’,Rockville yike, _ ’ ‘ . : 1 i:/j.~,__ ’ .I .b . . . . 
Rock.lle, MD 2oB52-r4&, 3’o;1i82’,;~g$$& FAX-: $,()f@‘&~~-~;r~ e-maii: ’ _ 

1 ,.,?. /j ,~*. .;,. -_,, ,/ \ ,.i /~ 1 : 
wilczek@cber.fda.gov. ../ j- i_ : I.. 

Registration: Send registration’information (in&.$~ng name, title, firm / _/ ! *i 
name, address, telephone, and fax number) to the $ontqct persqn by Aprii 23, ’ 

” ‘r‘-p : ̂  .; m‘::-..- _, ,‘.-, 1*-T ..‘.S T.L *; ,:> 
2004. Early registration is recommended because s~eatingis”&iited to’.ii<’ ’ “. ” ’ 1’ ,j ,, ~$3 . . i ,( _. / j_ ,,_ ‘” ./I i 

,._, 0 . ..L j\j M \ 



participants. Registration will be done on, a space available basis on the day ’ 
.i :_ .*:; ^ , , . . _i _‘ .: 

.a, $ ._ 
of the workshop, beginning at 7:15 a.m. There is no: registratron fee. ’ 

. 

i, I \ I/ 
If you need special accommodations due. to a :dis.ability; piease contact 4 /I ..i . ..., _( a..; ., j “y I .+, ,,’ .“.I ‘. _. 

Joseph Wilczek (see Cbntact~PerGfi) at, least 7 days,in advanc,o.. j: r I , .i 

! 
Foundation, is sponsoring a public workshop on the development of a new ’ ‘. ~’ 

standard for assessing the in’vivo quaiity of platelet products through”’ ’ ’ ” c _ .-j p- ” i .” 6” ” ;- . . .a ,; 
radiolabeling studies. The workshop objectives are ‘to’rkviow current methods I 1 “., j,*‘ i > 6 a.* _‘. ,, : 

in radiolabeling studies, to propose a new approach that will set the 
\ , 1 .) _ ,‘““,_ j ;i_ -: i 5 ,,_ : (( ;;!~< , I ~ ,. 5 I ~ ,, __ j 

performance of fresh platelets as a gold standard, to l$e&nt data-on application ’ : i j ,. *‘” ” _ 1 _I( ilP _ _ ii , .~ .d. 
of a new standard, and to discuss the development pf a;,novel, experimental ’ I ,J i, ,~j _ ;, ,,. ,,_I , _i 
protocol. The public workshop agenda is posted on’FIQ’s~Ir&rnet at %&// - :’ : 

Transcripts: Transcripts of the workshop may’be requested in writing from ’ 
i;- i ,( 1,. ̂,,” ,, ‘: ,_ __I*, ‘i : I at_ ,.: ,I ,~ -.A the Freedom of Informatidn .office ‘THF’r-‘$?j), .Foodianapug,,~~~~~istration; .: .” .i -i” -- T*‘ -. ‘” ’ 

..” ., ’ : 
5600 Fishers Lane, rm. 12A-16, Rockville, N^il, 2Of$7; &pI$r’gximately ‘15 ’ ~.. _I i “> “” ._ ; : ‘, -1 .*-; : _( 
working days after the meeting at a cost of 10 centi perpage. In addition, the 

A 
I_. ‘r t’ -’ ” .’ 

transcript will be placed on FDA’s Internet‘at htfp:/;/~~.~~~.gbv/cber/ ij : % ,^_. 



Dated: 4JzYPy 
2o04.. : ^ _” ‘̂  , ‘-” ‘: ,, ’ ,.^ 
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Jeffrey Shuren, -‘ 
1 i, 

Assistant Commissioner for $olicy. : 
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