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SUl@bJAFJf: The, Food and Drug Administratibn (FDA) is~am&&ing three _-.. _,<$ a* I( &, 1_ ” ,... I y .i -_ _.,.. -; ^ ,^ __. j .;. 
public’ meetings to solicit comments, data, and scienti$, information ‘&out the ’ “., : *;. ,.‘_ “2 ” z ,.., I. ; j_ .$+,.;,::l-_(..i’ .‘j .“A,(‘~,“’ “,<(I rl jj.‘_’ ,‘. ; ‘.. . . : ,.~ 
current state of quality management‘techniques, quality systems approaches, 

;, ? 

practices and other controls used .by food manufacture? and-processors to 
:, 

. s,. .(,?, p. <t “) ,_, “, , 
prevent, reduce, control, or eliminate food borne ha~ar$a th$t can oc.cur, during ’ , .’ -,_ ,.:.,. _; , .x1 (‘..I 
food production or processing. The meetings are intended to’elicit information . “j :,; “I . . II., ,$ ,,.,, ““, _i”. _> ,. 2; 
about FDA’s current good manufacturing practice (CGMP) in manufacturing, !, I^ _. ,_ ,_I 
packing, or holding human food regulations. This information will be useful / ,“.^’ ^. 1 .,: ; .,r., .- ̂ I ” . ..1 
in determining appropriate revisions “to these regulations. ‘c/Ve’ask &at those 1 ,,, . : cr . /, ,(‘ ) _“, .) ,, I L ,~ _^ -: ,, _. j j- “,.I, A”. “-_ :.- .:-, ‘Y.... ; mm. “_ j_ I\ -,--$e ;,i ,‘.i” , ,_, _+..._ “:’ _j, 
who speak at the meetings or otherwise provide Fl1)A.@hrtheir comments 

.I ,,’ I l”, . u. 
_ -‘-’ I (^ _, , ,L. ? I._. :.-. I :!’ -~-ir,i-Cr. ., . > ,_ 

focus on our questions given in section II of this document ,about.*th,e CG~&!P 1. ;- 
regulations and other quality management techniques. “There ‘al‘se v@ill.be an _ i ., ._ ~ ** , :_ . ,” ! 
opportunity to address small business conce7rm$ the meet&$ ‘~ /” x ,r.- I, r hr..- _. ,_.h.. i’ ,“““:;g ;$: _’ “!“‘_; :. , , j ; _, :, + _ > 
DATES: The public meetings will.be held,+ ,College Park, &D, on- Friday; June i ,i” ,:: ’ ^ : ._( / 
11,2004, from 9 a.m. to,12 noon; in Mo,nterey, CA, on~sriday, July 2, 2004, -.'. 
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from 1 p.m. to 4 p.m.; and in Chicago, IL, on Wednesday, July 21, I&04, from- ’ ,; “.” .^ I”. . _ .I I_, “1 
,__ ,I.;- ,.I SC: 

2 p.m. to 5 p.m. You should register for any of the meetmgs by’fax*or e&ail ’ ,., ._. 

limitations, we recommend that you register at least 5 days prior to the meeting ’ -. 

you wish to attend. You may register by fax or ‘e-mail until- clo,@of bus,iness -i /_ “i” . . -. 

5 days before,the meeting you wish to attend, provided that space is available. ’ , i -,_) ,<.:‘. &,$ “‘~, _,~~#I,* *w ‘“.Ji*J ..y, ,ii / I _ 1” ‘f ’ d ‘U.‘,,, ,. .;:: ;‘::’ “.j ’ ” ‘.c ’ ,“‘a;;, ( : ‘.. 
1n addition tq participating at the public meetings, yiju’-may’submit written“~. ’ ” .‘.” “’ . _ 

^/. ,.~ ,. LI,-_ _./&. “_$ .I ^ 
or electronic comments~until September 10, iOO4. 

I: : / 
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” ., 1; ” . . ,;, ..,.,, xT.“,.- -.‘2 :... : ;. . . . ,_ ,‘- -. .‘_ 7 __ ;-’ ,’ 
ADDRESSES: The public meeting ‘on Friday, June 11, 2,0@4, will be held at. the .I :~ .-!‘ .z ; <“‘,, a,.. _. _,I ,__ (( .I \_ 1 ;1 ‘> I, j Food and Drug Pidministration, Center for J-j,‘& safety’j~ill;~~~~~~~~~~~~~, ’ 

“‘ _ .9. ., .:‘ ., _, j* ,_/’ 1, ‘-.,,~<. j” ,:;, ., ” < I” 11,,.,~ .,” - ., i‘,-. 
5100 Paint Branch Pkwy., College Park, MD ~O740~3~~f& The public meeting’ 

< ~ 
_- 1 . / . . ,Y’ I .~ “... . : 

on Friday, July 2, 2004, will be held at the Mijnterey Conference’Center, One ; ’ .i_ ‘_ ..I . ! ,” Portola Plaza, Monterey, c* 93i40.; The .%& mee~~~~.o~..~~dnesday, July .: 
,: ,*. is __ “J,. _,- i‘ 

21, 2004, will be held at the Marriott’Chicago Downtown, $aNorth Michigan ’ : ,-,-,, 
Ave., Chicago, IL 60611. 

You may submit comments, identified with Docket N&~2q0;4&(i?36; by 
, I ,  _. __ . ,  ; ,  ,_ ,__.._,, t .5 ,  .d .  I  

_ .‘ I  .  , .  

any of the following methods: 
j: _ 1,: ‘; I”“.. . : .  :  ; .  , ,( “.- ^ “1.’ l ,“;_ : * 

,(~ ‘ :b ‘,., i. .I+~: ~ r* -.., :. I , “. I. j ,. l, ^ I _ _1 ’ ‘. . ., ‘, i 
; . .! ‘-. 1 

l Federal eRulemaking Portal: ,htfp://www.regurati~~~~~~~ ’ ” I .’ _ ,,., ,M . “. * ..l j ~. il. Z.’ _ -: I :,.‘ ‘,“i 7”:’ .;, ied .&“:.“’ 2,. * ~ ,, ,: , 
Follow the i.nstructions for submitting comments. ! ’ _ 

! ‘. 

subject line of your e-mail message. 

l FAX: 301~827-6870. , 



* Mail/Hand delivery/Cour%er, [For paper, disk, or ~D4@~ submissions): .’ ? ,’ ,: ,__I . -_ I. , ‘ _ I Division of Dbckets Management, j6z30 p;‘ishers Lane, &: id~i.;.kockvilie,.‘~~.i I, ,x 1 
. 2 *: “. ;, ^:. (_ Ii “,,“, .,I, ._,I ._ ‘_ i 
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&zstructions: All subm&si,ons received .m.ustCi.~lud,e the jgency &me and ’ _j , .., _, j 
Docket No. for this rulemaking. All c-omments received &il’~be”posted &i&out ’ ’ ” -s _, ,. <,._s .,v I _) “” 1 ., 
change to http://www.fda.gov/dockets/ebo&n&+ nx&di@$‘a.ny persbnal .’ 2 .+.. 7: 1 : , :” , _; 1 
information provided. For detailed in.structions on subr-nitting tiomments and . ‘. ,* . ,., .I. ‘. >‘. c 3 --: .+2+ ,, .:.,; 
additional information on the rulema$ng process, see the “Comments” 

I_...., j 
:’ ;_ y..“̂  *i . ..- .i I *, 4, ,._ d: 

heading of the S,~PPLEM~~t~~~ tN~~~~~~~~~~~~ti~~ .cif ~~~~document. 
.- ,.j i 

I ;,” . li I _, , jl. .I 
‘. j I ., __ 

. . ~~~,J:“..,“:~~... L-; .*, /,a x, )I. \ _.,, ‘. -Y-?.y.~“. ,_- ̂_ 1 “c: -_ * 
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Docket: For access to the docket tq read background documents or 
, ! . 

* _j .I ‘i 

Division of Dock,ets Management, 5636 Fishers~Lane, rnr. 1’66~~~~o~kville MD’ 1.1. ,I._. d :.. ” ,. _.. :* .;,F _ c”zI.z1:1* “/. .F. y- .X^..: ,,+A>,?j. ,” .I, .,, ‘? .i’, ,-,” .r . ‘- .) .* 
(_ 

20852. ,. 
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FOR FURTHER’ INFORMATlON CONTA~CTi Peter-J. Vtidon, C$‘oi’for~l?ood’ Safety ‘and ’ ’ 

SUPPLEMENTARY IiJFOfl?@TlQN:‘ j t, 

was to establish new, updated, or ‘mom’ detailed provis$ns Gjn&rmng food . * “” .;;,;..%,...I.., .,;.e 
/ .  . I  .  .  

industry personnel; plants and grounds; sa&ary”~fa&t~es,’ &ontrols, and & .I j,. ,_ i .,~::,: “: I ’ _\, i 
operations; equipment and utensils, &&ehousing;~~and ‘dis&bution~ “and natural ’ ,_ .jl , .,I I ,/.“,J,1 ” \,? li “! / __d’ : ./ . * _, 
or unavoidable defect levels. PDA d&$&i&! the revi~~~~~~~~~-giilations to ‘I” .’ . . ,* -, Ii a_ ~-. :.I .a*. _I -.,,. “, 1 . . . ̂ ,,_lr, i_j ,, _ ^__ ‘. _,( _ - ,.:I ,. i, , .c- .,<.&I .I:‘ :. “/:, - ” 1. ,, -. jl ,. , ___- ” C^,. 1 _ _ , i : ,.):. I ,,-. ‘i. 
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.?,” A-., + A.,: ..~~~~~~,,“...‘.,.i.. 1 .‘.’ .‘,A 1. >,.’ -m --:.$;.-*{ ..,. Z.,‘,,-: ~~.:.,- <b_, ._ :. 
,. ._. .‘_’ . . .g. ~,. 

is now time to revisit these regulations’and determine appropnate revisions ‘- ‘. 
, , %.., j c,i*:. L*:..I,,.~~:p” *a; *.,_ - ,a ,. ,I ,_ .> -1 

to better ensure asafe and sanitary food supply. FDA beheves that,,a.good first ’ ,.I. ,I ! ! .I _. -. . * : _ ~ :, 1 ,.,. .,i * .I I .I_ ,_ Ij ,“. $1 , 5. .“, .. ‘.,i., ,,,-“(I : ,,., * -7 8, , ,.j ., 
step is to obtain the views of ,the &lu.stry and the public generally by hoiding .,i,, -“~:. -_, ,.‘.. ; 

?’ _, , ,  _) ,’ 

‘-:,‘” L 

l,,. __ s/_ .li *4’* -_,, ._(. ‘ /  ,)_ .  __ __A,,__ + 

a series of public meetings. The three public meetmgs a&intended to provide i . . . r.;, 1 ‘;- ,d ‘,’ > : (t ap 

FDA should consider. The megt~ngs are also intended $‘f$fni $Xof’the ..’ ” _ ‘. “_ * (’ “= : : . ., 

outreach requirement of the Smalj :Bu,smesg &@iiato~&fordement Fairness ,~ “. _,._-r’,, ‘__ i 
)/ : ..I ..,.. Ij,......* __ ., “>..$ .,‘ (,, i L ..I 

Act of 1996. 
j 

.; “-. Li _ .2,’ .I ,I, ,_ ,. :.- ; .1_‘._z : 1:‘,, ..,” . 1 
FDA has drafted the, questions, set out ‘in this document to help focus ” 

:, ,,A” I’, ,+ 
comments presented at the public meetings’or otherwie-comrn~nicated’~o the -” ’ 

I> , “’ \ I. I _, _I 

supply. Generally speaking, there’ are three categories of hazards‘that~mVay ‘be *’ -’ ’ I. _,“ ., r:: ^=, .,/ ̂  ‘a’ ,, ,I: > 
present during the production or warehousing ‘of food: @&i&i hazar’ds (s&h 

,I _ __ 
_*. ,,- 

; _^, _ I, i  \_ 

as the presence of glass fragments& food), cliemiti”aJ ha$$$K(suZ &the .“I ! .. . .,,// ‘,“_. II I. ,. “i L_ .:. ‘> ,“‘c’.“~:id %A ” ,:“i’ /A, ‘?.” i,n . . ..I i:’ ! 4’ )_ , . ,/. b A , .’ 

previous paragraph. FDA-is particularly interested mrgcekng comments i -, <’ , 6. ‘A,~‘“~, “3,.‘$,p ‘zx*z,*,z,,‘. ..“Y”, ;&.:;:“.+;.,,*, I ,._ ,-’ ‘fT”,,~j. “( ” 
about food manufacturing practices and other contr&s used-by smafi food *‘I --- .; _ ..:( :, . ; .: ,. i ,I .,, :,_ 3 /, , _._ ; j .” ‘ i‘ . ” .; 
manufacturing and processing entities. ._,( ._,,,“, , A(_ . ~” -1 ,>, . _’ ‘, I. ;_ “I 

‘. +’ ^. _,_‘ 
,J I ~.i :a ‘ * .,’ ” , ’ 

‘. . .‘.‘̂  ‘. _._ ,: .a ,< I .w s /_ 
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In general, do the current good manufacturing regulations  ‘(part ~‘16jZneed 
4 

, j / .‘“%E ‘ ‘* ,: /. . 

shortcomings  of the current regulations . 

1. W hich practices specified in current part 110 are mo~steffective at 
‘: 

‘. :“̂ i-- ., i .-+ -,‘I-. “I_ “*.i. ~. “y  “.‘;<:.,.i,:. :, ,, ,. jx  I(,,. % ,, _ r- _ 3. I . _, j x  _” * _ 
preventing each type of food hazardPW hich practices are leas t effec tive at such: >’ ? .” i < _ 1 ; “ .i 

.‘ (, ” 
prevention? 

i ib . . “,., _i> :“<” ‘,..,, ..,, 25x ._e.- I ,_“>_ ,;,.,..-. ,_~( j 
../ ,-‘,I J ” -‘” ^ / 

2. In today ’s  food manufacturing environment, what $&ions , practices, ’ 1 ’ ,_ j, .‘i . I_, ‘:, ’ ” .: ‘-_’ : 
or other fac tors are the princ ipal contributors  to each‘type of food’hazard? 

a .,.X_“/ ” 
- “. ‘, ” .%’ ’ : ..:, ._ ” ” ._ __ ei,~.“:& -‘:_’ ’ ..‘,..’ ‘; + ,,: :: 

3. If the CGMP regulations  were revised, which ty ie or types of food / _“,“, _._I i%(  _ ,., i.~ , 
hazards could be most” readily  prevented th@gh ‘~~~~~~~~;~~-~trbl.s? I_ 

. . ..i.” .‘ y . _u,d.“,I *. 
j I ,,“., *i.. _i r . 8, ,l : \.=.;,* I II “i *, 

4. Are there preventive controls ,‘in addition to’tho&? set out in part ilO , W I _. - idi ,. il ,? p.;*:,, ,: .%; ( ,. ,_ . . . ..i .^ __ _- ” (_ r -. _, ., s  <\. ,; _. * 
needed to re,duce, control, or eliminate each‘of the three types of food.hazarls? ’ 

: ,_._ I, - i; ; .‘-. -1 ‘,-:.:, ‘. “,I’,; ‘./ _ 1 _: 
If yes, please identify  the specific  hazard andthe pkticular controls , that 

; j .’ 
) i, ,, ,I, -  1 \ _. 1 

would reduce, control, or eliminate the hazard. ’ .- ^ ,~ f-z ‘:F .* .’ ““ .‘/ . ,_, I : ,~, ,* ^ ,;; .,.* j” Ir + 6 1 .c  *! * 1_ ” ^ ._ ., . . s  
5. W hat concepts or underly ing princ iples  should guide ‘F fiA’s  ade$ion ’ .,_ ,_ .<.‘, *pd. !z jf, z ”:‘il ” .” + ,r*‘,r Y r.P-r.<,l.i:;i ._ 4, ..,&:.,+;. irx~~~,i~.:;~, ,, $. 2+ ,~, 

of new preventive controls? 
: 

! ,< ,. 

, .” ,a _ ^ 

“, 

,  “ . .  _. 

6. How should the effec tiveness of preventive controls  for each of tha three; “> ~~,SW W , j.b. _, _x.I,) c jl _.‘. 
types of hazards be most accurately  measured? ( 1 ̂’ .’ ,E. .. 

-, 3‘ ‘* r .“ 7. In today ,s  food manufacturihg ;ti;f+iin’riik ti~;‘“wh;~ ;;; g; princ iPal :I$ : 
.;. _ . I I 6 

contributors  to the presence of u”de~l~.~q”a~~~~rgens infood?‘For example, do ” 0. _;,, ,a,/, “+ *I , ‘A : -. . ,.:a .;.> *“. ,A 4:. ‘7 1 .>*%n&.-\* ,+) ‘f”**<.‘&s7 ,. .*” d‘ ‘..,F ; is  +*“” “< ^ _ I,“̂ _ 1 ,, , I 
labeling errors or cross-contamination contribute? W h$h $%k!G titi~~‘~~~~~ls  ” i _..*‘, _ ,,_ 
could help reduce, control, or eliminate the presence of undecl&ed ,&i&rg&s ’ ’ .- /_, *_ ,,_ _... ,, r, , _I ^ li )_. ~, ,I 2,. I. ._; , $ 4 
in food? : : ’ ,; ..,. $, r ,- 

: 4 jl, .~.,” ,I 

8. Are there exis ting quality  s y s tems or’s tkdards [such as international a .~I i .‘“,‘p” * .7tiilli _T., :. .i ‘A s / Lii __,. ,, .: 0.. *7,’ d, I, 
s tandards) that FDA should consi,der,,as  part of the agency’s  kxp loration of foodi ‘. 

x  .-__, ;, . . 

I’ __ I.& . . “. / r . :. “_.. .j : . I..< j (._ i_ .‘,‘,>,-yd>“. ” .: p.-.: ,“‘,i :‘;; ;;;s ’k ,* r i ir  ’ i .&a, _I I 2_.& ,,I ‘“,P*:. j”, ,, ‘, _, :- ,.I j ‘ C‘ _., l‘:“’ .,*, ^ ,, : -I * -_ ?‘ ,-i. _,j ;I _>/* . : ,,a __ 
~- ‘. -_ ,. ./ / 3,: I’ I3 ,( j ‘.. -” “~.” ,. -, q . ; ‘. 

< 
:.. > . . *;_ ” _. ,.- 



._  2 .  

w h a t the i r  cons idera tio n  m igh t c o n trib u te  to  ~ th is  e ffo r t!.* __) j  Ij’,‘, “1 ,. 
._ . ) /  

. :  ,  I  ^ I 6  
. ,  

9 . T h e r e  is a . b r o a d  var ia tio n  w ith in  th e  fo o d  m a n u fac tu .rm g ’a n d  process ing  1 , *.i 9  /“7  ,. s*‘*- “/ -r,.p . ‘“y ““‘I “X ,4  ‘_ . 2  ,,+ a . I., ;. -  
industry,  inc lud ing var iat ions in  sizes o f , e s t ~ ~ l ~ ~ h ~ ~ ~ ~ ~ ~ ~ ‘~ e ’~ ~ ~ ~ ~ ~ e  of’& ;  f o&  

4I II, ,,- ./ I x. .i. p*.,; b i r2~ ;  ;,; (  :$” ,<Z, :: . ;; .; \.;- If , ._ x ” _  _ i j  ‘...__. 

p r o d u c e d , th e  d e g r e e  to  w h ich th e , fo o d  5s  p rocessed ,’ a n d  ‘ih ;e ’% lnerabi l i ty o f ,’ -” -; .~ L ,‘” ,.‘( : I ): ;- S ,,l, ._  ; _ (  : .i 
a  pa r ticu la r  o p e r a tio n  to  phys ica l ; chemica l , o r  m icrobf.a l  h & $ s ~ ~ ,~ ~ o w ~  -if a t ‘) B  1  _ ’ .. _ \ ‘- ,-: :“..- I. 
all, shou ld  th e  C G M P  regu la tio n s  b e  rev ised to  ta k e  in to  acc$ in t‘s’u c h ’ 

/ 1 , -,l.d . a \&  v, 
-y., - : ,I\’ .~ ‘j /_ . >  ‘,_ ; “. ‘r “,-J, :‘, 

var ia tio n ?  For  e x a m p l e , shou ld  th e r e  b e  ‘d i ffe r e n t se ts o f p reven tive  c o n tro ls’ ‘_  
fo r  i d e n tifia b l e  s e g m e n ts o f th e  fo o d  indus try, such  as  d i ffe r e n t sto r a g e ’ 

a  .^  j’,.. _  ‘. I< _  / . s : _ .. _ ) . , ,” 
te m p e r a tu re  lim its?  _ .j_  .,;,~  ._  

,“+ J  I, *.. _  i 
Y  1 0 . T h e r e  a re  a  n u m b e r  o f measu res , p rocedures , ,a n d  ~ rogr ,a % % th a th e f$ ‘~  ; i’ - ,_  

to  ensu re  th a t p reven tive  c o n tra @  a re  car r ied  o u t a d e c $ a te ly .“These~ inc lude  , :-“,-.z. ) -_  ‘“,“*\“.,1 , ? :, _ .,_  ;t” > > ,Y . )I _  ._  _ ,_ .I > .- scp. _  :“--r * r :-‘ .- )’ Y _  L  ., : :, I I, “_  u *iza “4 : .;e  ‘ a *“? ” ~ :~ -< ‘d ,~ r, * ,.,. 2 , _ .i I ;, ,A ,.; .~ “.; I 
th e  fo l low ing  ite m s : i 

,_  . /,; ‘,.,( ,,.. >  i- ^ . 
0  T ra in ing  p rog rams  fo r  m a n a g e r s  a n d /or  workers ; i; 

^ ., ,. 
4 . .,I I C L .. I ,,,_  i-..’ .Y ” ,.,, % ’ 

0  A u d it p rog rams ; 
% & - -_  ;.~ z ~  .“~ ,,.‘I / ._  . 

^*  .,.. 
:. ( ,_ -1: ,. ., .Jc,. 

0  W ritte n  records , e .g ., b a tch  records , san i ta tio n  recerds~” .’ S  “-‘.’ ’ ‘. ,:I I ,.‘ - _ _ ’ .I _ :/ 
0  V a l idatio n  o f c o n tro l  measu res ; 

I _  
‘ I_  ,,_ l /, L ”“, e , ‘ i ,, .,- - ‘ I .,. ._  

\ _ / :, n  “: 
0  W ritte n  san i ta tio n  sta n d a r d . o p e r a tin g  p rocedures ; 

5  . 
‘ 

0  F o o d  labe l  rev iew a n d  .co n tr,o l  p r o g r a m ; a n d  ,, _  _ ,. ., 7  , _  _  , _ , 

e  Tes tin g  o f i ncoming  r a w  m a terials,  fnp rocess  m a $ $ & , ‘or  fin i shed  ,.“, .I .( : _  ,_  
p roduc ts. , . . I ., 

W h ich (if any)  o f th e s e  shou ld  b e  requ i red  p rac trces  fo r I% o d ”& d  ’ ,. ,,” .‘.~ ,:. .N j -i, ._  , ( , * > , ‘..I e I 
m a n u fac turers  a n d  w h y ?  W h ich (if a n y ] o f th e s e  shou ld  b e ’r e c o m n L $ d e d  ” ,. .,..i 1 ’ i, ..,., ,-iii.. 
p rac tices  fo r  fo o d  m a n u fac turers  a n d , jxocessors a n d  w h y ?  U  - )_  ’ 1  , ;a , : _ . _  1  I ; b  1 . ;’ _ .” -;, .-L  “, ,: )_  ‘,Z(,, ,:’ ,. 

1 1 . A re  th e r e  p reven tive  c o n tro l ,s in  a d d i tio n . to ,th o s e  ‘a h e a d y  se t o u t%  .’ ‘. .- *’ “2 ”*’ ^ L $ **i’:-: ,# $ .$ f& ;g ,2 : 3  :;~ ~ ;:,“:~ :;~ r;~ ,I, ,_  (_  ,_ _  j _ I ..‘?  / :, i : i .1  ..l”..l..p /, “ il ? + , ,;*l_ ,_ l ,,,_ ( .. ,A ’< ,.$ .” \,/ . ;a >  .,: +  

;,. 
. . 

.  ,  “, . c  ,  . ,  
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2 .  
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I  
(” >  .  .  .  ,  

_ .$  1  (_  ” . :-  ‘_ I  ; , .  ( _ C _  > f  _ , :,-. ^  ) ,  . , /  

’ - to  h e l p  ensu re  th e  sa fe  ~ d ,~ s ,an i t+ r~  ho ld ing  6 F  f6 o !,? -“$  yes, p lease  “i d e n tify _ j  ,I ,, ,.. i ._  ” , 
th e  c o n tro ls  by  haza rd  a n d  ,sec to r . o f th e  i~c&$ry . 

>  
, _ ^  -> p  ,““A ., _ ‘_  ~ + ’ 

III. R e g istra tio n  :c. I.. i’ ;; I, I z; ! ^  x . , ..:. I_  _ , ,, . . , 
Y o u  shou ld  reg is te r  fo r  a n y  o f th e  m e e tin g s  by  fax  & Y  e- ,*ai j  (Fee  F O R  

i-. 
.’ ,,, , I_  “~  . _ r  I(., *(‘*lj. i’+ ‘qc  V I’& ,;‘;,. “1  _ ,., ~ ,‘:, ‘.‘<  _  ..u , ., :,. j . ‘l’<  _  _  _  

F U R T H E R  I N F C ~ R M ;L \TIQ ,~ ~  C O N T A C T ) . Fdr  ‘secur i ty ‘reasons”$ $ d  d & t,?  space  
: 

I%  .I ,,. _  ,.._ .,a  < .? .l .*% “. ^*  --& , ,;I$ ;~ , *. .~ ,:.,.iY ;‘~ ,~ l~ .“ij:i. :.” I,: I , .+ ;,-.;.Y  _  ,_  , :,. 4 , _ ~  j “̂  
lim ita tio n s , w e  r e c o m m e n d  th a t, y o u  reg is te r  a t leas t 5  & ys pr ibr  to  th e  tie e tin i  I’-’ “‘“I .’ 

1 ~  J < _  (. .I .) _ ’ i!~  i. ..) 
y o u  w ish to  a tte :n d . R e g istra tio n  w ill b e  accep te d  o n  a  space-ava iJ ,a b l &  bas is . _ _  1  /b  s- .._s  * _  *, ~  _  ,_  .,I jl , _ ‘,i .-. “. ,_  c-, * e >  .j ./’ .’ “’ ,) _ , ” * I y o u  m a y  reg is te r  u n til C lose  o f b q ;jn e S s  y &  4 ; .2 & )4 , > q p + $ & y ll,;-; p & k  ,j ‘- - ’ 

.._  ,... , ,. ,. ,, i , . _ * ̂ ,_  ., 
m e e tin g , c lose o f bus ine ,ss Q ~ J J u n e  2 5 , ‘2 0 0 4 , fo r  th e ’M ~ $ ~ ~ ~ y  m G tin g ,‘tid  ; ;; ‘. / ‘,_  ‘“;~  : ,c:.* :. &  -‘;..~ .‘y.” jj( . )- : , ? . ,’ 
c lose o f bus i tiess  July 1 5 ,2 0 0 4 , fo r  th e  C h icago  m e e tin & . If y o u  n e e d  spec ia l  ’ 

/. ,:I,! ., :,:.,,.“. : .’ - _ ” ;~  _  “- - : ) ., _ . .,. .‘,,.“I 
a c c o m m o d a tio n s  d u e  1 ~  9  ,& $ .$ $ y , p leas& in fo r m  % l& co ,$ &  he rson  a t leas t 

*,/* . * se ,,, s ,,,“~  .(,., .,b  1 1  _ j” ,,, a ,~  h ,_ >  ,.” ,/,, ,,j _ ” _ , _  _  ,I 1  , 
7  days  in  a d v a n c e  (see  iQ F J  ,F .JRTHE~R I i jFCl~?j@ ~ ~ ~ N ’C 6 ~ ~ ~ T ) . P l e a &  ,ib d j u d e  your  .._ _ ,s. I ,.,. “_ ,/ / _  ., ,, . . * / ./ , .“““< -y” ,,. .: ,’ :.,. j 

,,b  ~ ^  A  .I/ ‘-‘,$ ,w  ,..,,a .;._  “,,^  1 , _ .\ / ., 
n a m e , title , firm  n a m e , address , te l e p h o n e  n & & r,‘& $ l e Y ~ $ ! E & & S S  (if 

r I,\.,“/ ,.. _ _ , < .I ‘/> . % ” . . )I^ ^  
,:* ‘-.A . “/I ,, I^  - ,.b  ~ &  ‘, ‘i.. ” .-*.._  --. .,“.~ a ( , ,. .: ,i I 

ava i lab le)  w h e n  y o u  reg is te r . F D A ’e n d o u r a & s  indiv i& a ls oi  firm s  w ith  - _ , ., x $  I _ . ., * ;.: ..i. .;,._  ,a *, .‘:‘, ~  J\. . 1  : I ” 
2  ‘- .< j ~ -,$  ,L ,. ..:~ :;~ ~ ,‘,:& ,- -._  , ” -: t ~ _  ‘” :;; .J, ‘.. I 1  ,,..’ ., I*, *;-, ,,> A  _  ;- ., ,\ ” . ” 

re levan t d a ta  o r  in fo r rn& iqn”t6  p t& % tit such  irifo r i$a@ @  $ Q < e  m e e tin g  o r  in  ’ _  .~  j ,, -1’. c . : ” :, : _ _  j :- ~ “ -._  ,. .( _  a ” “.,- _ . ~ ’ i.. ._ . ,_ _ *.. /,., 1 . ! ,,._  . _ _ \. 
wr i tte n  c o m m e r n ts to  th e  record , iIS  y o u  w & U  likk to  ~ ~ ~ ~ ~ ~ ~ ~ ~ ,~ ~ ~ ~ n ;e n ts. a t 

.‘ _ ’ ,. 
- ‘3  :’ . 

,’ ^ _  z . 
n u m b e r  o f r eques ts to  speak . ,.- .: “_ ’ I :, _ , .A j )_ ;i ,._  Q w ”“l.~ *i~ .;- _ u _  .8 ,i,l ,,~  ,,. ., .1  _ I. idi, _ * I, : ,,j. :,, *s,_  d . . ., _ ” ,_  $ ~ ,., ,” i : 
IV . Transcr ip ts j_  .,_ _ . _ _  ;, .,/ ..; i ‘* ‘i,_  

A  transcr ip t w ill b e  m a d e , ~ ;i + ~ e  p roceed ings  6 f k & h  mkk titig .~  Y ‘o u  tiay  ’ . . .r .‘p  .I ( j_  .I )_ i  ( . . ., _ ,^  
r eques t a  copy  o l f a  m e e tin g  tra .n s c & p t in  G ritin g  frd l ;;~ ~ l% % Y F ~ e & G ti ,o f *, , / _  ;‘ .- ,? -  _ ’ i ” ?  ’ ,, i ‘, > _  -<  _  1  .>  ,, ,* . . _ ; 
In fo r m a tio n  O ffice  (,W I-35 ) , F o o d  .a & D r u g  A d m inistrat ion, 5 6 0 6 I% shers  

,i 
; 1 ’. , . . ‘a  

$ ., -a  ,.I.,i . i --  ,. i ..1 .*“.\;. A :: .’ p i . _ . . :: 



through Friday. t. ..::. i... . 
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