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Junc 4, 2004

VIA UPS NEXT DAY AIR

AND FACSIMILE 307-443-3100
Lester M, Crawford

Acting Commissioner

Food and Drug Administration S A
5600 Fishers Lane i A L P
Hi'-1 ‘ oo T
Rockville, MD 20857

Dear Acting Commissioner Crawford:

We are writing on behalf of our client Weider Nutntmn lntcmalwnal Inc.
(“Weider™) to explain Weider’s dxssat:sfacuon with FDA’s rcccnt issuance of “Tentative
Conclusions™ on Weider's health clazms in advance of what was to be an “independent”
evaluation on those claims. Since May 29, 2003, Wexder has dxlxgcnt]y pursucd a health
claim petition the grant of which would permit the dxssemmdnon of valuable mfonnatxon
to Americans who may be at risk of deve]opmg osteoarthnlxs Sincc that submlssmn
FDA has repcatedly delayed making a decision.! Weider was led to believe that no

‘on May 29, 2003, Weider filed a healtlx ¢laim petition requesting that the a;,ency authorm, a c!axm
charscterizing a relatlonshtp between glucosamme and chondroitin sulfate and (1) osleoarthmls )
osteoarthritis-related joint pain, tenderness and swelling; (3) joint degeneration; and (4) camla;,e
deterioration. Weider submitted a total of twelve claims. On October 3, 2003 the Food and Drug
Administration (“FDA") forwarded a letter denying the petition. Aﬁer much ne&,otx n, the agency
finally agreed to meet with Waeider to discuss the denial. On Nnvember 3, 2603 FDA et with Weider and
its seientists to re-evaluate the claims and the science in support, On February 13, 2004, FDA forwarded a
letter siating that it reconsidered its October 3, 2003 letter denying the petition. Instead, FDA explained
that it decided to file the petition for comprehcnswe review to further consider nine. of the twelve claims,
After receipt of that letter, through negotiations with the Chicf Counsel s olTice, Welder agreed that the
agency would submit the petition for review to the independent Foud Advisory Committee (inste
normal internal FDA revicw), FDA explamcd that the FAC was an mdcpeudent scientific body that would
deliberate und formulate an independent assessment of the scxcuuﬁc evidence in support of the petition and
offer its recommendation to FDA. FDA assured Weider that it would not make a decision until it heard
from the FAC and other scicntists presenting at the meeting. FDA made it clear to Weider that it expected
that FAC 1o be free of outside influence and to reach an mdepcndcnt decision. in fact although FDA has
had the petition since October 2003 and filed the petition for comprehmswe revxew on February 13, 2004,
FDA stated that it would requne another 60 days after the mwtm;, to review the first thrce claims and 30
days after the meeting to review the last six claim and to issue its decision, The FAC meetmg is schuduled
for this Monday and Tuesday, June 7-8 2004, [ . o
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action would be taken on its petition until after Lhe agem.y evaluatcd thc .
recommendations and scientific evidence from the Food Advxsory Commxttee (“FAC“)
The Tentative Conclusions reveal that FDA has an unscrent:ﬁc blas agamst those claims.

On Junc 3, 2004, two business days before the PAC meeting that wxll consider
Weider’s petition, FDA pubhshed its “Tentative Conclusxons” about the glucosamine and
chondroitin sulfate petitions.? FDA gave no advance nouce to Weider of its intent (o
publish that document. Moreaver, Weider was not gwen the opportumty to publish and
post on the web its position on the state of the scientific evidence in support ofits
proposed claims, Had FDA intended the mecting on Monday and Tuesday 10 remain an
unbiased and untainted process, it would have posted all relevant posmons on thc matter.

We consider the publication of the Tentative Lonciubmns an aot of bad fmth a
violation of the Administrative Procedure Act, Weider® s due process ng,hts and Weider’s
agreement with the agency on how its petition would be reviewed, We understood and
were repeatedly told that no conclusions about the health claim petition would be reached
until after the agency received input and rcuommendatlons from the FAC. Although the
document uses the term “tentative,” it is a clear message 1o the FAC and to the public that
the agency does not intend to authorize the claims. The pubhcatzon of its conclusions
prejudices the FAC decxs:on—makmg process and breaches the mdependcncc of that
Committec. The publication is an unacceptable exercwc of FDA influence over the FAC
panel and a contlict of interest for the agency. That is espcmally 50 because TDA sclects R
the members of the FAC.

We understand that the agency needs to provide talkmg pomts and questxons to
direct and focus the FAC deliberations. However, that mtormauon was pmv:ded to the
FAC through the Federal Register Notice of thc FAC .meeting and again in thq bnchnu \
materials. The publication of the document on the Interhet makes the meeting schcduled
for Monday and "T'uesday appear to be a mere formality. When our client agreed 1o have
the FAC evaluate the petition, it was viewed as an opportumty to have an mdependent
scientific body cvaluate the scientific evidence and make a rccommendatlon to the
agency before any decision would be reached Our chent has spent considerable time
and money in preparing for this meeting, The role of the ady}sory committee is to offer
FDA independent scientific advice and to lend credlbxhty to FDA's decision- makmg
process. Due to the pre-meeting publication of the agency’s Tentative Conclusmn&.
FAC’s role has been compromised. :

Whilc it ts impossible to restore independence to thc proceedmgs ata minimuom,
we respectfully request that FDA immediately remove th;: ‘Tentative Conclusmns
document from the website. We also request that FDA annmmce at the meetmg that it

? That document provides a detailed explanation of the agency’s conclasnon and states that “g n,latmnshxp
between glucesamine und chondroitin sulfate and a reduced risk of osteoardums is not established ” Based
on that lunguage it appears that the only thing tentative about that documcnt is its mle
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seeks a truly mdependent decision from the FAC and nothmg FDA has donc herctoforc
should influence the panel's deliberations.

Sincerely,
) 7 N

té‘ W. Emord l

audla A. chns-Eng
drea G. F crrem / e e
Kathryn E. Balmford ) , o

cc: Michael Landa, Office ofChiéfYC;gggég\la T } L
Louisa Nickerson, Office of Chief Counsel N : e
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TO: Commissioner Crawford
Company: FDA - ‘ S
Fax No.: 301-443-3100

Client Code: 20080-004 =

FROM:  Jonathan W. Emord and Claudia A’
Date: Friday, June 04, 2004 =~ : ’
No. of Pages: 4 (including this cover shect)

L

MESSAGE: e -
Please deliver the attached to Commissioner Crawford. Thank you,
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Notice: This 1s a confidential communication intended for the recipient listed above. The con this somsunioation is protected from
disclosure by the atomey-client privilege and the work product doctrine, Ifyau are not the infended recipicnt, yow should troat this
communication as strictly confidential and provide it to the person intendod. Duplication or distribution £ this cormmunication is prohibited by
the scnder if this communication has heen sent to you in error, plcasc notify the sender and'then Immedately desiroy the document. »
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