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.. _ _ . _.~... .. LOW. (AC~)_We _do DOt. agree t!1at there i., any likelihood that. -- ----. 
_ . botulinwa toxin. would ba .added to Sc!Jedule 1-.in ·-th. !iJtur.a. The .. .. --

. .. proposal to puc boe".J.!inum eoxin on Schedule 2 va5. · i!\--cur view, 
primarily and e!!or:. by Ue Ol{ "friend o~ t!le chair" t.o put some 
toxin OD t~at 3c~ec~!2 a~ a ~lae.ho!d.r '0: &9.~t., ot biological 

·origin. It., d!s~?pa&=ar.ce withou~ ~ f~S3 indieat.s li~~l. a.ne~~l 
enT:.h.u3iasm to ' ~Ub i~ 0:: S.~~ .• d·.;!!e 1 U a tllt)!r'! dar;". 

I~ one or mol'. cc~~~=ias prcposad ~u~~!~g bo~~~in~ toxin on 
Scho!d.ule 1# t!":e U,S. :!:':.! '!:,~ ab!.!.i~ .. · t':: o~@.,e!". ~ C~!1.~en~us in thl'! 
Ex(; ·;:,;c;'ve CO'o1~;~:: (=equi =~c. !o:: to :: ,! ::: :<e c",;_.:..y ·! C.:;-...: n c .:. ... t. J a ce to a 
.:sct-. I!dulo!). T!".ac wc·.:l.c f.::, ·::~ ?~::)~':'~ P.;;t.3 1:.0 s ~ -'!:.: ;; f!'. ~ ~t.' n'1 ·~ f th.9 
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ra su.i..rcd.. :.~a u.s. ",'vule ~a·.·<l •. : • ... ::: i ":'':':. y ':, . .;) .i.~~i:l y .:.-:.;..:.:: .:1:: 3:;C, l an 
adC'.i. tion, ar.c! we 1::e::':';:'12 t.l:a a=gu:r.e.nt.s f co:- p=otact':'r:g pea::ef·.:l u.:se9 
.... C\· · C1 be j:a.rsua9,i-J':. 
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chemical" operat.e to receiine we~pc ;;.i. ':: li:d. t.oxi:l.::l a.:J c.t.~::;,i.c"l .... .: ,If'on9 
(heretoto •• t!uiIIY hac .. ':ways: been biola<;':"::a.:o v.a?"n3 ur:.c!g= t!lc B'';C) • 
In t.u:n, t..!:.e ca!!."l.i=.,!or. 0': "c~ar.l..ic .. :, ",,,apon.:s p.:o du=e:.ion :!.aci.!i~¥" 

in pa..ragra?l:. e (a.) (i.:') of A=-:.ic!e I: (which is: ::.o t subjec~ to a 
one t.onne t~re,,!lo!d.) w:'!l r~ ~".!i=", :::-= t,;SG t~ d .:: ~;la=;" t:"~ t.;..t u 
tac;ili"t.ia~ whe:e i::. w.az.?or.':"zad l:)c-::.:li .:-.l.:.."l t ox~!").. 7 ~·! " Cuic€-li nes 
~. ~-=~eclll a 1" i :!. c:":J~? t~_. c=:'t!! :' i~ ~ "£'::. tas ~e o;n Ge ve::' c"O ~d. 
e~; : ;:;g'; ., .... ~ ~ =~e~i~-_~ _·.c· ~_ .. · "" ~.I: ... ,? "'" ._ . ~ _ . '.L.: ';; 
"'''I ;1,": ' •. : , '. - _: ."' ::.::. .... " .. ' . :''-; 
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"et:. for i9~ori.Dg "t.ni.!! 
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c::::.~e::-ior.. wi t.b. t.ha ad:Et.i..c ; . of the toxin _.. .. . . 

We disaq.rae w!-:.!l AC.o.=\".j 
... dr.; ... " ::. ,:) _ .. ..: ...... : • ..:.! .l .: ,. ... . 
ExeCJ, t;':"'Ie \,..Ju~e!! r ~-:: '.:::'::--. _ . '- . · -:cl '! v : .:. . 
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c~ ci . ... ~,'.;1 = .. ,)..:.-- ... ~..:. ::;:; o: ... _ •. _- • .; . ....... .. . , t _. .. .... - --J. 
Article XV on ~enC:er..::. .3 a:low.::; a rec c:;,_"";\~n:!ac':"on (~Or a ch<l l'. ·; '.! to 
t. h~ ,) chc.d"IJ.la,) 0= t~1l Z ...... c:.:t..:. ... <. ...... ,.:.:-, c~ : t. o ~ ... . . _;- . ' . __ ~ .:),J j t, .i":' "" 

" .J :';" ': .:::~j n c.:: ,' . " - .'. 
t:.hl! ,;;; xac".lt.':" v ... ..::. ... _.c~~ ~ _ _ :.:.!... ~ ;~ _ __ , __ •• __ "_ 1,. ... __ • • _ _ • • _ •• - .. . . .. .. ... .... 

Exec-.;t.ive Council. The = !!!"~re, t~e p:'ovi.:s'::' .;;:.:) ,, ~ .~: '::: le . .t:::r 
apply: the Ex,cutive Council mav make a r!! c;..c-i!.r~"!rt<n:";~ :1_t o_.: h .;n·H·~~. 
;S-f!_-c~ edu!f!.'1 b ~ .'1~r! o~ ~_ .. ~.:-.:.r ... ~ ~,-:- :! ... • .... :.' - ... ~ . - .... '.'~ .... . '. ' 
~: :. !. T~ i) U . !· . !:.":':f ...... , ... lJ CC ., . . .j . 

und.e.: Arcicle xv, paraS-=3p=- 5 (df ·. · ·· Ho wev . .: =, c.:;. ~ . __ t:. u ... . S: obJ..:;:.':'~n 
ehe ~3tter will t~en go to t~e Confsrence ot S~at es P~::~ C3 ~~cre 
it may be passed by a t,· ... o o;!l.i r ds: ;r.aj c :' it.j (XV, 5 (.~ ). T~ ' ry .". :n a ., 
be able eo 310w the -==- c : ~ 3j dQwn, ::\;': .a<:, flQ.. ' ':. "'.::.U .i'=- .:-., 'J. :~.: 
abili t:. v eo blcck t. ~ e a~c:!:.. ti. or. 0: 2. ':!;;::.:.. • .: ~ ~ :' t o:<:. ... • ·1c. ="' .... v ,,:'. , · ... e 
have lict.la conticence i:1 t.~e U.S. a!)ilit.'j t.o It.us"t.er a. one t:h.i:d. 
plu3 oce coal!~io~ ~o block an _d=!tic~ giver. ou=. i~a~:'1i:y to gee 
any West.ar~ suppo~ !or cppo:it.!o~ co lis"t.3 (wh!c~ include 
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St7B-ISSOB B: '1:.. tc:d..a. TaCc.i:.· pr.oduc:tion conaiclancl ..:.~p'=.t:act.i va 
pu~o ••• " or "pha.:'mac8ut.1cal. pu.z:po •••• " (NOTE: Annex 2. Par~ VI 
paraqraphs C.10-12 require the declara~1on ana verification ot ~ 
procuc~.!.on of sc:!lac~le 1 c!lemicals for l·pro1:.c~·ive purposes'·; 
production of sehec.ule 1 Chemicals for "medical" or 
"pharmaceutical" pi:r?oses are only subject: 'to declaration and 
verific3.tion. a~ eaoh £a:.ility that: prool:ces Ir.ore than 100 grams pe:
year) . 

"PuIpo;;.e" not: P=~hibit.;:~ U':-•. :;':';':''::'~ C;:l':'S ~Qr..ve~:;':"o:~'1 ~::1:i:_:~3: 
{a) .......... ..;..;;~_.;..i..:.., .... .;.;-.::...::.:.....:.:.. .... _..:.._1 .::·~sear..:.:;:.f ~nt;~.:..c; . .:L2., 

;,:,t.,:..~3.C~'t!t:..~.-2~~ c:: c-:::::..~::· rE! .. -::.~,~", .:-... :;..--... '~ 

(0) y::::0t..~::;,"':~~::..-_':'~"L": .. ':"'':'CI~nAr;--:~' ': ~'-O"3·t :::':'-:,o~1I!:!t1'! ,..;.; :-""r:-t-~ .. 

The use of bctulin\:..~ :~x':::: t:; ::l2}::: ::::::'.:.l'::"~,._ .. ':.;:~{;:.i.:' t"' ,-

pUl:'poses of vaccina:.i~; paop1.a to p=ocect thaI!l .a.;.:.d .. ,nst. bO:'ul';".;J.T..:.rn {"';.I \ - .. -, .. > 
tQXill .fits the languaqe fa: "protective purpose.,." We bali.ve that ~ .... '- j' 
ixr.mnni:a't1on is elea:oly cova!"$d hy the da:fini t.io!-l i:'l the Convent.ion r: !' 

1. 
of proc.act..iV'e pU':'-;;Q,s-a..;.l. ,r .i: .. : ·";.J.n.c..;.~st, u.~e 1,)';: c.~t! ';;':":':'~.:ll. ;.o.x;i.n .tor 
ner-,"s or muscle disotc.e=s w'Juld fall into t.he c:.:~::.;:;;:y c! ·'medic:al" 
or "pha.rmaceutical.." (. ( .... ,. ,..I~ .. ,,:,1 

..... ~. - ,"""! ~. 
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: ...... ~~~c..l-on cu~i~ ~""'~"'~"""-'.l ~~~l.!.t;:;~ e ..... ~~~; .. 
or ··?~~r.naceutical" pu::'7'o::! e s . It. Conc'E!de g I 
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rout~.ne ins~ec~ion of the toxin croduction facili~v, Wit~~n th~ 
faci i itv acrree.ment:, tr ri-~·--tt;,-,7~~~:~-~~!~, Q --, ~ _ ~ ...,." 

• ',.-~ ".1 ""'\'\1 J A ... ' " " ",' - , 
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I 
20 are fixed; th~~-~a:;a llot ·~jQct ~~ -.c~g~t.i.ati'~ ';; p~. 'of I a I,. ")' :J 
:tac:il!ty ag:eemant. Acco=d':'::g':y if t;"e vacci .. "':.t: pro;:!uc:ion is t - \ '1 -~-
deemed too }:)e a "protac:.ive pu:pcsa" 0:: if COO ;::cdl.!-::as !nore tban 
100 g~a=s (2S0,000 se:ie= ~os.s) in a s~ngle facility au:ing one 
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···-·--··-ye.a.r fo: ::a~':'.::.:;.':' ::: ;::'!a.=::a::,~:.:-:..i :a: ::~::-:::=3'a3, ella.:.' 1: lZr..:.st..proV'.ida 

~n~o:=at!~~ on "~a ~~ti~y prod~c$Q· •• a, ~, c~s. ot p~OdUction 
--.--- ___ -.-.-£o:r: protact.:L.".. pu.zpoae.,. Jaat..b~d.8 ampJ.oyed" and. "t.!':.a. ~~.ant.i.t.y 

:: ::'.~ ·c:onin:med".t t.he ~ac:.U1ty_and. t.he.pu;r:po •• o~ Ua con.\:Imp't:;io.n .. -'!: ..1'his 
...... wou·J,.d-eemt)..!!9.mi!t! ,x:r,mely sensitive "information ~cont3&rnin-E1= the 

'·.number of doses oroduced. Revelation of tDis tvoe of information 
a-r~i-ctt"l:!:r"v d H :i:1o hostili-e.ies like Des'=!r': Stor:n) wi:l e~oose a 

serious v1=1.qe~i;i';':'1!'l whic.:;. could i::fl'Jen~E" the decision of an 
adversarv conce:~!nq th~ ~s~ 0= B~. 

Concerning i~Sp6C~io~s: Pa=agrapc ~. (29) s~ates th~t: 

"The 'f1cili:.y $Ql': b-G s~jacl.A t~ sys-:.~r:a'tic i~'!:~!'!':~":i,:;nal 00-

a.it:.tt VGr;.;!i:::u::.:.:: .... t..:::.:;~-..;.;=- c:-~-~j~-:'; :....-:..~..;.c:..:.:::.;~\ ~ ~'f'i: )::::'11';; .,.,il::"o' 
on . sit.a ::..na'::::.-'''--,a.r:.t3.'' 
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nat.ure Of the "'act.ivit.ie.s C.1.:::.:.-i';':!''''!' 0'_":: t.~:.~-=~. ~i.:;-"" ":~-l.':'_ ~~,';;"'':';''':.aa 
.b.a..ll be Cav-.l.;::>ec. bv t.!::.fl P=a~a=:s.t~rl c~8aien:" • ii __ • 

7he tax~ c:: :':-:8 eS-;:::i.-=l::';::..::~ .. "" c': t:~'2 P:::·~";.,:;l:: • _..I ':'I.J4W.,':',s:.l:"a 
provides that "deci3io~s en m3~te~~ of s~b5ta~~~ s~311 ~~ t2k~n ~~ 
two··thirds ma.jo.::i~y 0-: t~~ rr.er...be!."'.9 prQ$~n~ and \J':lti.:'1g" t.;' ·:on:3,~nsu:J 
cannol:. be .reached. w!.t.b..i:l ~~ hou.:-s (CD/C";¥/WP .. 400/ReV.l p.177). T:lis 

it-. :d.;L iL-~;)\-... ;;::': a. 0fi~-~ ...... .;..:..~:~,: ...... " 

~hJ:"'~ would ~~~~l:£lJ1j:.:!t? ';-Q 

. th;).·; ":"~.3, V iJ;) t 0 J:~ =0=;;', 
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~.h E. (31) ~ 

fore (~ fo::: a Stat.e pa=::y f 
Qrga.aJ..:at 1cn , ]::)aaed. on 
~ap~c~~on p~ocAduras ~== 

.l-~ a.h:11l co.nc~::.~ ~;:::~t.3 
a. mod.al ag:rae..c.ant COV1!'::i.n; 

:sc.h !""ac:.:.:.: ..... i. it 

incl:.:de S3.:!~p-linq. T.J.p. 0::':;"'; f' 
Sillg.'.~ Small Scale F,)c::: ~y 1 ':!f: 
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extre;:'!telv di!'!ic"..!l t t~ o":~!:"=c~e th~ !:l=~ sum'C't.~~ ___ q_,';_~.~.:;._~.c!.~_.t;:J1_~_9_~ 
r.:cC e ~;,. ~ t. hat. .9 aTro!. !. n c s ::'.:'~L'-:~ __ .. 2? _~~;:.:..:::., 
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· ,..... · ~ -.. ~.: ....... _- .~-.:"".~ ~-.. : ...... ..';';';.::.,.- .... . ' .... indica:. t_3t a Sal.,p_u C::;~-:.i.':'.:lS ..... O",,;.!_ ... u-" cox ........... s. esse ..... _A.ly .true ...... ,,_ .. . 
. if &.standa=d an~!~=dy ~ix~ure that reac~s wi~h all ~YFes .(A·G)· of -, . 

. -·'t:::-:botul".i;num toxin· is always use, ad.d.it.ianal analysis of the sample is 
prohibited and su:~epeitiou" remov~l o~ a sample is prohibited. It 
is _ve:.:y _unli.kely that. an .. e~ucated international inspectorate would ,~, 

._.let U,9 qet away with this. ' .. This eypa ot assay will no't. iden'tity ... t·:"~'··: 
new types -of .B'l' (i .. e., a type or variation 9f BT for whi:h. aJ-<' ~:;.. ~~-.A'~ 
cor:-e3ponding a..:ltil:>ocy is no':. includ.ed i.:l the standard antibody '" i ~}'~,. '. 
mixture) one the:e!o=e c:eates a blueprint for a po~ential cheater; ~~~ 
he neea only develop a~ot~er s~=ain w~ic~ would no~ be cecected. ~ 
Moreover,~. antiq~n te~~3 a:~r.e cs~~ct valldatG thae a sample 
contains ac':ive t.cx:"n. !:i Ci.dcitic1, t!:.a l:-=itat':"c~,:: upcr: t.!l.3 .:.,\8/J~y 
do ... " not..b.in; t.;) .a:J.=~::! .. gai~3·. t.i1.;c~;.g 0. ;,~~l:) fr~,,:, thQ ~ite 
a,i,n:::a a va:.-y a=.a.!..! a..:-'.=o..:.r:.:: i:l ~.:.. t. ",~ ,~ J.... i.:;' . d. ()n T" .., CI : • . ,.. '~) .. ~,', , 

p.::-e'l'e.neioll ox in-process .:!.;;...,,:pling ca~ ensu.:-s this .1\::.~·. 

We would like to pro~eci our vaccines fro~ sa~pli~q for two 

wI 

of E'I'} w.ill expose ar: ext::-amely sensit:ive vul..::era.bility.. 

(1) J:)oes 1:)0:) raqu:.=.-a t:.ba ability to ~reeuce e1OZ"& tb,:Lf'j 
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a.nd. .it aBaume3 ic.c.:l! F.:"oduc:;ian, purit"'~.;jt:ic;l. a;:...:l. c;;flve;'s.io,H ... ..,J 
toxo id (no bat.c::hes se=tlbced for cr.:ali ty coc.:.::::-:;:: reasons). In an 
c;;;c.r·;sncy si:.ua~icr; w::~~~: ~-::~i:i"::·:;·~ :-:-:-:~~-:~--.~- ___ .J -.-.. ~:'.:~~. ~:~~ .... ~~ 

is nnt on hand (problem3 w!th prc~e~eicn, ~t~~k~ ~~ ~a~, P~~, 1 W0 

nr0mi~e of a declaration 

vacci':le production fac':':" i t ~/ . 
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(2) c.a:. :co!:) U~e mora ~ O;la prod:uction ~.:lcil':''\:y t ~ 
tha :~~O g:'a:::1 t!irashclc.. ar..c ~a=e.l;l a,',7Qid .i..;le?'~..;.:'io4il .a.::4d 
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HO. COSO) Durinq OelSert Storm DOD conducted an extansiv;'-ma'rk~t"-'-""'--
survey of commercial vaccine producers./IBy ana in large they were 
unwillinc; to dedicate space and equipment. to the production of a i II .j 

. v'/~C.'-I"'~ vaccine tha~ d1d net. have a commarc1al market and required severa 
opportunity costs. DOD encec up convert:inq muc!'l needed laboratory ,., ... £.. F,H 

space in a rasearc~ facilicy do that i: coul~ build a ET facility ~ ~;~
that. would meet. FDA st.andarc.s ar.d produce at will for DOD p\lrpoaes. 
DO:~' i~ C't!.!.!:'ancly i:~ve3;:iga:':'~'1 c:.l:.~ p0.3j'::"::'::;~":y of Lt.l.':_:Ji::g ,,'t. 
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