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VTAIJPSNliXTtiAYAik ' ' 
AN~F~C~~IMILE~O~-~~~-~~~U 
Lester M , Cratif’ord 
Acting Corrunissioncr 
Food and Drug Administr$& 
5600 Fish& Ge 
iiF- 1 
Rockville, MD 20857 

Dear Acting Commissioner Crawford: 8 > ‘, 
We are writing on behalf ofour client Weider ofutri&i Int&&io&$‘&: ‘* 

(“Weider”) to explain Weidicikr’s &ssatisfaotion wi* l%gs $&&S&&~ of “Tentative 
Conclusions” on Weider’s he&h cl&ts in ad yancc c#+t ~2;” 1~ 1-35 an “independent” 
evaluation on those claims. Sir& &ky”i9, $OG3’, Welder has djiigcntly pursued aibeajtll r 
claim petition the grant of which would permit the diss&ination of val$ble &ifomation 
to Americans who may be at risk of developing ost&&hrilis. ,. 
FDA liaS iepcatediy delayed makitig a &ci:&on. ’ 

Sin& that &&mission, 
Weid& was led to &ljeve that no 

: ,*.I -) i _,__ -“...- .,d.?i,-,,i ” 
’ On May 29, 2003, Wcider filed a heaitl!-!~~~-petition req&ing that the agency authorize a dia~rn 
characterizing a relationship’bet&k glucosam@and chondroik &&ate and (1) osteoa&itis;‘(2) _; ._ .I( .y 
osteoarthritis-related joint pain, tenderneps-anciswelIin~l(3) joint d&genwatlon; qnd (4j caxt~lage 
deterioration. Wcidcr submitted a total-of tie& cf@ns. On October 3, 2H!3 t$&od nr&Qfug 
Administratioli C‘FDA’3 foxwaarded a letter denj&g the I>etition. Aker much’,,ot~~~i~n,‘ihe agency 
finally agreed to meel with Wcidw to discuss the denial. On T$qver%@‘~8;‘%!@~ f@%%ine~&th Wcidcr and 
its scicntist~ tn se-evaluate the claims and the science hi supporl. Oh Febtiilry 13,‘2004, F‘D& ‘f&war&d a‘ 
letter syipg that it reconsidered its OCtobq ?,2003 letter de&j&g ‘ihi &&on. k~st~ad, FDA explained’ 
that it-decided to fild the petition for comprehensive review to ,$urtt&r cons&r nine of the k&e ctainls. 
Afier receipt of that letter, through ncgotiaiibns &iti the Chief Cd&l’s olrjcc, k&h agreed that the ., “,“,,“_>..” . . . agency would submit the p&&n for rcvie,~, to the il ldepeudenl F&‘/i&&~& Com’m ii<&e (instead of the 
normal intern.@ FDA rcvicw). FDA explained lh.al the FAC was an klcpendent scit+fic bcidy ‘%$*;;;*d$d 
clelibrsrirt~ tin+ fontyiate ,a~ indapcndcnt asseqsment of the scicnti~c’evidence‘~~~~~~o~ of the petition and 
offer i& recommendation to FDA. FDA assured % ‘eider that it ‘ko& 6% make a decision until it heard 
from the FAC and other scientist? presenting at the meeting. FDi;l; Gad;! it clear to WejdtT that it expected 
that rAC to be free ol’outside influence and to reach M  independLmt’de&ion.. i,“&d, although FDA has 
had lhc petition since October 2063 ari&%d rhe $i&n for compr&&ive review on F&nary 13,20&$. 
FDA stated that it would require another 61j’days after the mectinp td rev& i’l;‘e.first’&& &aims and 30 
days after the meeting to review the last six claim and to issue its de$sj(@ Th&Ad m&&g is s@w&led 
for this Monday and Tuesday, June 7-S 2004. i * i I 
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action would be taken on its petition until after the ag&xy e$l&$d the - ” 
recommendations and sqiegtif,c &$@ce from the F&l- ,~&!%y “eo&&tt& (“FAC”). _ 
The Tentative Conclusions rc~%ti that FDA has an unscientific.‘tjias“i;~r;~~~~ &se +$rns+ 

/ 

On 3unc 3,2904, Iwo business days before the ‘FRC meeting that wil! consider 
Weider’s petition, FDA published its “T&tative Co&.&&” a&t t.$e glucosamine and 
chondroitin sulfate petitioas.2 FDA gave no advance &lice to Weider of its intent io 
publish that’d&ument. Mcxeijver? Weiderwas’not gi;;;en‘G 6p&%n&y to publish and 
post on the web its position on the state of @&ientif$ &den& in %ppc?t of its 
proposed claims, Had FDA int&ded t&mccting on Monday and T$&Gdr;j; tb ie&&~& T ’ ,, ~~p”~x.I.~. 
unbiased and untainted process, it would have posted &*iele&& positions on the matter. _) _ I,, 4 1 r.. -. ; _, 

We consider the publication pf the ,Tentative C&$u&& ‘&I act of bad faith, a _, “a_- 
violation of the AdminisrTative Procedure A&, Weidei’s due process &hts, and Weider’s 
agreement with the agency on how its petition would-& &iewecL I$Yi u$deistodd’&d 
were repeatedly told that no conclusions about the he@h cl&~ petition would be reached 
until after the agency reccivcd input and r~~ommenc&p~s from the FAC. Although the 
document uses the term “tentative,” it is a clear rnes:$g& to the F’AC &d &&6~$blic’that 
the agency does not intend to authorize the claims. ‘II% public$~<,~~f’& conclusions 
prejudices the FAC decision-making process and breachej the independence of that 
Committee. The pub$&on is an upai;&ptable exer&i of FDA influence over the FAC 
panel and a conflict of interest i’or the agency. That is e”sbccially so &%&FDA &lects 
the members of the FAC. .I _ ._.’ I 

,_ ’ ‘- * _“,j I . . /, ;.. ,* .I- .. ” ,: ,’ 2. 

I We understand that the agency needs to provide’talking points iid questions to 
direct and l’ocus the FAC deliberations. However,, th@ $@rma~ion was provided to the 
FAC through the F’&~rcll Register Notice oft@ FhC+,g+$eting and again‘in ihc b&&g ^ 
materials. The publication of tht: &&tie& 6-n the inter& makes ihe~~~~~~~“~~s;i~~~uled 
for Monday and ‘l’uesday appear to be @“mere forma1ity.j When &~‘clitx$ a&eed to h&c 
the FAC evaluate +e petition, it.was viewed as an opportunity to have* UIJ indepkn&t ~ 

i I / 

scicntific’bddy’ c+aiuatc ihc scie$ iic evidence and maI& a rec&&&&fi6n,~o ,&G’ 
agency bkforem de&on w~luld be reacl+$. Our $&$I has spent c&side&&le time 
and money in preparing for this meeting, The role ofthi a&isory cotimittee is to offer 
FDA independent scie#ific a&ice md t& lend credibilitj; t&-FfiA’s &&ion$&i~g’ 
p’ocess. Due to the pre-meeting publication of the ageti$y’s Tentative Con+siqns, 
FAC’s role has been compromised. 

While it is impossible to restore independence to -tie proceedings, at a ~I.@IJNI~, 
we respect&lly request that FDA immediately remove thf,‘l’qntatiGe ,C&$&ions 
document from the website. We also request that FDA a@oun$Kjl: the meet$ that it 

._ 

: 4. ,-, : ,> -,, , I, _) ,, ., .,-, 
’ That document provides a detailed explanat@,of @e agency’s conhxsion and states that. “a’rcIatio&hip 
benveen giucosaminc and chondroitin sulfate and a reduced risk &o&eoa&-itis ia not-estab[isfi&,“’ based 
on that language it appears that the only thing tentative about that ;i&&&nt~s its title. 
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seeks a truly independent decision from the FAvc qd:qo@ng FDA‘& d&i ‘h&?of&c 
I c  . iv;  Y,  “3 c  .i *.., i _,~’ _ : :, i 

should influence the pLaneI’s &iib&ttio& : 

Sincerely, 
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Please deliver the attached to Commissionef Cratiord. I*&& you, 


