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Fcbrua,ry 22,200O 

Dr. hne Henney, Comm’issioner 
Food and Drug Administration 
Dockets Management Branch (HFA-305) 
5630 Fishers Lane, Rm. II OG 1 
Rockvillc Maryland 20852 

Docket No. 99D-5424 

‘Dear Comrnissioncr Hcnncy: 

WC am writing to comment on FDA’s “Guidance t’or industry: Significant Scientific 
Agreement in the &view of Health Claims for Convcnrional Foods and Dietary 
Supplements” published on Dcccmbcr 22, 1999. 

Citi~m.s believes that FDA’s Gbidatrcc Document is a positive, step toward explaining the 
agency’s npproach to evaluating Lhc validity and amount of scientific evidence for health 
claims. HC~WWW-, LI~C Guidance Docun~cnt l-ails In mccl rcquircrncnt by the US Court of 
Appeals to dcfinc significant scientific agreement. ‘We believe that FDA should defiw 
signi,l’icant scientific agreement, as ordered by the Court,, 

Dots FDA dcfinc significant scicntiFic agreement to be the same as scientific consensus 
in the manner of a National Institutes of Health consensus conference? If it does not, 
FDA should say it does nut, Dues FDA Jcfir~e sigrlificarrt sciuntif’ic agrccrncnt lo ~nciuti 
substantial evidence as used in the 1363 new drug amendments? (‘l’hc legislative history 
makes dear that substantial evidence of efficacy is more than a scintilla of evidence since 
this Act, was intended to be an anti-fraud action.) If it does not, FDA should say so. IT 
FDA does not place significant scientific agreement at one or the other of rhwe ertds of 
the scientific evidence continuum, it should in or’d?r to comply with the Court’s 
directions. FDA should state whcrc on the continuum the agency ylaccs the significant 
scientific agrecmcnt standard. 

FDA cited The Kcystonc Nnrional Policy Dialogue on Food, Nucricion, and Hcallh in rhc 
Background Irrfurmutiw of the Guidance: Documcn~, st.ating that “th diaioguc LIJKI 
resulting report &t’irmed t.he principles and upprouch FDA had been using to authorize 
health claims.” The Keystone dialogue concluded its work prior to the findings of the 
Cclurt. in Pearson, et. al. v, Shalalu and thus heforw llrc directions to FDA by rhe Cmrt LO 

dcfinc significant scientific agreement. 
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As James S. Turner, Cifizcns’ I3oard chair and member of Lhe Keystone Dialogue Group 
points out in the attached nwno (Attaahmcnl One), hc Dialogue Group never addressed 
the issue of defining significant scientific agl;eement in t.hc manner dirccrcd by the US 
Appeals Court in Pcarson. The Pearson case was pending at the tia\c the di:klague was 
held and the dialogue did nr~. address the qncstjon of defining signiricani scienlific 
agreement in the terms used by the Court in defining significant scientific agreement. 

The Kcystonc Dialogue had exlensive discussions about FDA’s requirerneni that ;t health 
claim be supported by proof or a mechanism of action, a theort%ical model, and clinical 
studies before a claim could hc made. The dialogue’s section on significant scientific 
agreement did not address this issue We feel strongly that FDA must noi, and leg:rliy 
carmot, deprive consumers cd truthful, non-mislezlding information ahour the relationship 
hctwcen nutrients arId health. The cxtcnt thd FDA hiis been and tippcal’s to he cor~I.inui~~g 

10 USC significant scientific ;rgrccmanl to deny such informa[.ion is against the Court’s 
order. 

FDA must find ways lo ensure LhiU the public rcccivcs, through cummcrcial ~hannols, all 
dicl;lry supplement informalion that is WI inhcrcntly mislcaditrg. This requires IUA to 
abandon SO years of regulatory bias agginsl supplements, FDA must cmlmcc dielury 
supplcmenls and their users RS allies in the catnpdgn for bett.er health. 

CS~izens would like to reiterat,e positions o11 FDA’s significant scientific agrocrnent 
standard from our document, “An Opporlunity to ‘Lead: 0,vcrall Slralcgy Tor FDA 
Kegulation of Dietary Supplements Through Sound Infol:mation Kulcs,” that WC 
submiLted fr>r FDA Docket No, 99N-I 174. FDA should: 

. Establish a definition of significant scierlGfic agreement designed to inrorm 
consumers, not LCZ resolve scientific conrrovcrsy. (Opposing sides of a scientific 
contl-oversy could both be supported by significant scientific agreement..) The 
definition must recognize substantial, not conilusive, kvidcnce (more rhan a scintilla 
though noi LI preponderance) as the standard to support claims. 

m Recognize, and rcinsta~c: the proposal that. “prcliminury” cvidcncc -- evidence 
suppcirted by significant scierrlific agreement that, an cffecr mighl: (though conclusive 
cvidcnce has not been established) bc connected to a supplement -= be permitted on 
labels snd in labeling. 

C3'rizms strongly Urges FDA to encourage the bro;dcsC possihlc availability of lrea11.h 

henel’it inlbrmalion on the lab& of dietwy supplements as the primary way lo CIWIL’C thar 

consumers get l.he widest choice of the sarest n&ients available in the market.. 
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With interest in dietary supplements crossing age, racial. economic, and educational 
divisions, consumers are demanding more opporrunitics to inform lhamselves aboul: Ihe 
hcallh bcrlcfits of supplcmcnts, Expanding (he use of heaflh claims is an important aspect 
of fulfilling the Congressional and public intenr in passage of the Rietnry Supplcmcnt 
Health and Education Act of f 894 (DSHEA). Co~~surmts want the npportunity to take 
control OT their own health. The public has shown time again wii.h their th>llars and their 
VO~CX?.S lhal lhey want to use dietary supplements and lhaL they are willing to fight .for the 
right t.o make informed health choices. 

FDA’s continued insistcncc on banning heallh claims that WC generally accep~ecl by the 
scientific community until they arc conclusively proven to a slanclard virtually 
indisIinguishnble from Ihat required of a new dttlg has had unacccplablc co~~scquctm,x r)n 

cclnsumcr health. Such action icrl (0 the dcploral~lc; silualion where FDA’s lkil~~r~ co 

approvL: widely ~cepled scicnlific claims for foiic acid’s prcvcntion of birch dcl:cis may 
have led I:o as many as 2,500 children suffering damage thar could have been prevcntcd 
lhr~~gh consumption of folic acid. 

In the Background information section of FDA’s Guidance Documkn~, the agency 
contends thut, “The Commission on Dietary Supplcmer~t Labels examined th& health 
claim aulhorizalioh process for dietary supplements and also gcncrally expressed 
agreement will1 FDA’s approach irl i 1s report,.” However, the Commission, mandated by 
DSHE?A, aclually challenged the FDA’s narrow inl.erpretation of “significant scienl.ific: 
agreeinenL.” The Commission sltllctkicnt included: 

. “the standard of scientific agreement should not, be so strictly intcrprctcd as to require 
unanimous or nCar-unanimous ~pporl” 

. “FDA should ensure thrill broal input. is obtained tg asccrl’ain the degree nf scicutific 
agreemenl Ihat exists for a parliculat heal~li cl+n” and ‘Yhc USC of approprialc panels 
ol’qualified scientists from outside Ihc;! rrgency is encouraged” 

. “thal consumer understanding of nurriticmal support and health claims are important 
aspects of the informalion LIIUI. require additional and continued assessment” 

The FDA Rcfonn bill passed in Novcrrrb~~ ‘1997 expanded the ass~ssmerrt of’ what haallh 
claims migh! be allowed, and allows health claims to bc maclc on clictary suf;plcment 
lab& if a scientific body of the fcdcral government, like NW or CDC. has published an 

“authoritative s~;I~.cI~~W on the nutrient-diseirSe relationship on which the claim is hosed. 
However, lhis provision does not make real adv;mces in allowing health claims. because 
FDA continues to have the final word on approving the applications for hcnlth clai tns WI 

i 
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labels. Additionally, FDA still must define its “significant scientific agreement” st.antlard 
for the health claim applications that have not been addressed by a ‘+scicntific body” of 
the federal govcrruncrlr. 

CXrizerzs urges that lhe ag:ency move closer to addressing rhe derinition of significant, 
scientific agreement as order-4 by the LJS Clowt of Appeals in iIs ruling in Pearson v. 
Shalala. Citkcms also belicvcs that the use of disclaimers. such u those considcrcd by the 
Appeals Court in the Pearson v. Shalala cast, should be considered in dctertrritting what 
reyuiretnenls should apply to health clGns based WI “aurhoriMive statcmcnts.” 

FDA should permit statements on labels that are supporied by significatlt scientific 
agreement, including but not limited to “authoritative st&ments,” even if they arc 
preliminary suggestions :lhout possible heulth benefits, ZIS long as Iheir nature is 
indicated. 

Cifizws urges the overarching policy that the full, robust flow of informaticln is kc best 
way LO crcatc both safety and choice for the c~>nsumer. In evcty instance in which FDA . 

Sincerely, 

Susan Hacgcr 
Yresidemt/CEO 
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I. 1 served as a mcmbcr of borh the Kcystonc IXalogue on Food NutriGon and Health nr~d OII 111e 
Dialogue steering committee. The Dialogue was my idea. ‘I contocccd Food 1ndust:ry mcmbcrs of 
the ‘Food S3fet.y Council (which 1 nlso played a key role in organizing) active in the late 70’s and 
early 80’s. (Most notably I worked with Al Clausi, former president of Xnstitutc of Food 
Technologists, the Food Safety Council and Vice Prcsidcnt for Itesearch of Gcncral Foods 1.0 
establish the Di~loguc.) I suggested that. we form a collabnrat.ive activity to rcvicw the 
cliU$zulties that consumers aucl industry wcrc lxlving usirlg t.he Nutrition Lahcling ;ulrl Wucation 
Act in significant part because of the FDA’s peculiar reading of the “signil%zmt scientific 
agrc@ment” standard. Thut suggcs~ior~ became the Dialopc. Along with food ind~s~y 
~qxusc~~lalivw, I inlervicwcd the Keystone group, hclpcd choose Kcystonc 8s the home li,r the 
Wiviry und parlicipated in the m:c;tir9gs that pcrsui~ded FDA IC, j$n rhe pvoccss. 

2. The Keystone Dialogue Chvup finished its work prior to the Federal COUI? finding in PCUI-son 
v Shalala~ that clirected t,he FDA to define “signi&:-u9t scientific agreement.” I-lowever one reads 
1hC hguagc Of the Dialogue, it callnol IX sighted ilS ii17 ;ulswcr 10 lhe Court dircctivc 10 define 
the mcani~~g of the war-ds in question since 111~ Dialogue completed i1.s work prior lo the COLIII 
ruling. Either the Dialogue group agreed wit19 FDA and so was, in light of the Court finding, ~1s 
incorrect 21s FDA. Or the Dialogue did not suppr~ FDA either directly or indirectly. 119 h~cl, the 
Dialogue did not focus on t.he deGnition of “significant scientific agreement” but rather ott how 
the .FDA was using the concept in its rcgulamry function. To the extent. that the Dinloguc view of 
“signikank scicnlific agl-eenlent” diffwxl from the dircctians of t.he Court, the Caur? 
ruling conrrols and FDA must. follow it. 

3. 1 participalcd it9 meetings of the “sigtlificant scientific agreement.” sub-grouyj of Lhe Dialogue 
and heard the FDA suggest that %ignificant scientific agreement” consisted of a series of steps 
thet cfoscly paralleled t:he rcquiremenls for proof of cl’ficacy of a drug and proof of safety olr a 
food additive. In order LO make a health claim related to a nuLrient., FDA secmcd LO say, me 
needed a hypothesis of why the chin\ atld the nutrient wcrc cotmecled. 21 mechanism r>f xtion, 
and clinical data to demonstrate both the hypothesis and the mechanism. Nowhere iI1 the 
Icgislalion, the legislative history CM' the Keystone DiaIogue is there a11 cndorscment: tif this 
approirch and, during lilti Dialogue, there was great &tress BC the FDA approzuzh. lndced tht: 
FDA’s own original regulation indicated that. the Icgislalion nllowed FDA 11) rccognixc chat 
“sigtiil’ioant scictltific agreeniel9t” could supprt the possibilily ol’ ;I connection txlwccn in 
nutrienl and a health claim based nnpmlirnirtnry information as 101~ as Ihe basis of the claim 
was clear. 1 do nc9t think the Dialogue supports FDA’s reslrictive definition of “significant 
scientific agreetnenc..” 
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