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DEPARTMENT OF HFAL;rHAN1? tfUNiAN SERVICES Pubiic~, Hc:nlth Rtatiiec 

I'tkiri Etrid 1)i'ug Administration 
S 100 Nint Brand Pdrk~vw~, 
+C41Iegge Park, ,MD 2040` 

MAR - 1 2005 

1't`ARtyiNt : i.a<!f'7-'kai 

Curfifivil Mail . 
Return Kccei,jst Rc acKtetl 

LISA Chmi0is, 11w 
11 .0 Bc» -1195 
t`;Iirliiv:r .'I-fV 1R{)K!t 

t'erry M, Iselclicr Companies 
P.O . Box 37"6 
Cor(lovil . '(h' .38689-174-5 

Dent Sir OrMnitim : 

I It is i .'.; fI~s :t<I~'ise llltit 111C I-'+,~(tt! irrJt) Dim! Adlilil ;iNtratiuri (MA) has rtvieWCCI Vitur W,;l>_,ItCS at ttr-C 
listl=f?1tt ;ithlrt'~~+' ;+` I~Illjt'~~,wtis, � liais.~sr . :,t-- . ; ,lltt)~ .=uts~±,strhltuisirl .~ :.titlt, 
I~ti ~_?,'it~~~w I+ilyiirlh +illti )31i~.tiSEl^ and and has t~srtftCttitlti ( Ifl: your . n:I ` i li ~rS UCl~ 
�41°ei-nionin I'i,, . .,DrrStr'in Ve:rtocal ri.r, . .,t flitczrs:XT'1 ." ;Ir1+ .i `-Cow liiln.\ iRh ;,rv 
I?rFNltiitet) for conditions that cause t)1$ Flr(7dttzt5 t*) In r1rUj;i tilttlt,'r sc!ctisltn 261 (i;)l l ) 10'iht: 1 V+lvrltl 
r-oot3, Drug, and Cosmetic Ad (the At-11 [? 1 I ' G (` ~ z' i(-)() )(B)I- )be #lieral?c'utis: Claims oil youi 
%'r(A) qflt' t~;1 :lb11Sli 111,11 like fprildlrc'1-,, WC [IfiS~�, h%::atsc tlt[k .:re ir1tLllddil for use In the cure, 111111g. .'ItIoll, 
trvnlirsi.ill, III )ireea-rriiorn <al'c3iti:a..%,e '1'lei: ijtatl.ctiitt t!' these products Siiah ttls:ss tlatittS 1'i0l.it(:n tht' 
A.:i 

~~yirlt~lts t,!'xsttlrt'- tlt'lllc; vlainlc o1+s;irt'ed oil t .3tii aEeb Sae iazluile : 

NW-1=t t U_ tl i 117M 

" "Defeat Depress i4n COLD TURKEY! in a N f.+tt ;;-r sli'f)A Y-S .A, itlroilt K Iinti .1fls;ring Drugs likc-
F'rozac.i 

" "W'elatonirrr"r is i Statiw of the art ssrittt:c)n that aitesizii~s urtwarttcd tcarlirlg:, s1)'ileslwir :lnd 
depression." 

llipestrirlT" 
" "There is in artstt=er to eriding w1ur " 133 .S jirrit .:hfe Ir;»te! y~~nelrcrine~- ._ . j I )here is an answer. 

C1igp~s~sir1n . ..-" 
" "hlilritlate IBS Forever in Less than ~= l lc)csrs . Stop Nnt-rlat:a . . . ." 
" "You will 11sI litzsie[ ltftvi t,,-, t'lc'1>1 N' 61h gas . dharThca, or ca)T1SttpatiCrt .- 

Vei11r1C31T» 
0 -Make i)4 .tlUO of . ..\'arlcos` Veins Disappear Like Nfagit= in hj ;iy'il" 
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ChiitoxexTM 
+ ` ~K]~e~t~hers found titt3t four week-5 of cititp- t'*art {art ingn;ttierti in C'_fuitcirizxj rc4uelict1 tqlixl 

h)rx?d c~i~lrster~l . . . :" 

GuutinT'i 
" 'jEjItttiitiwd sCi't'm put pain .' 

u ~ 0T°ln.gu:rrtYti2eC+d strluticxl to csirilirictetsitI al IcviatL file lrs1ir1 :1rri1 ili iliynl14 
associated N;ilh gpiat . 

" "(i0uliinT" hAS hs :rrrt tlu010m to mIit:vs lilt: pain atrtj t.iisttIlvv l1-1e vr; ±tal, l1r%+I art' 11u.' t :itrsvr,tii' 
ptrat::, 

+ 71w alHrnc of ttu; pr<?cltrct "C;tsutin" is itselt'<t disvast! cf,lirn because the term "gout' in the imme 
irnpfit±s ti1 :r1 like tinxlnet iu intended tcaclrrc . rrritY ;= .rtrn, trral or prevent life {liscaw _ _Strik ,?I CFrR 
I tF l !3't ~~)~' 1( i~ )( .'17 . 

f~~Ut~Ifdt"i71'~ :"1 
" I'IIi~ilse ()t"(`:I rItl) :rx ;j ritlri'rtrsraV r6iCrt_&,W MnC',4:lr :arteetiO1' ;;V( Iinl_;,kiTrz :4rncOr'" 

1'hlri hl$ no information that your' pwJuCts are ~et1eralE) rcwcop:rcd ;r : :;u(c ;lnj ci'1r~ts,.L f0s Ilw 
abcr<<e. te.fercnrr~t conciitic)n$ nod OIrrrlc-re, these prrAUcts nt-0.y ;11 ::v be "nes~ dfugs- under 
'{11(p) of the Act 121 tl SE ~ 3?1 tpl] New drugs rn3t' not be le.c,;all~ t2lat~i;s:te~1 it] 111C U ,S, ~~~ithuul 
azrllu HlSrrrmall from }-`DA as c'.c~wrihc<f in w;:tion 5Ci.`+(.1) vf Pit: :1vt 1? t IJ S _t5a(.r)j FDA 
;rlrprrivce new drrrp, tiir ttrt: :11',~Or- ;Et{tir: rLrt,r 'ut>itlittckl k>i :R clrtrgs ~~Plm,4.q to 111V 
drug:. are snfeand ctfectivt. ' 

I ;vert if ~~nur prc~clsets did not bear c3sscase cf :trrn3 that L;htat- tf-ren t .~ t:t dt~t~~,*, ati dr~;tnrv supi}ienlznts, 
th4 ;v ar4: tnisbrarlif,_d . [_1»dcr file Act, tss ;imendcd t~ tht I)ict.itAStlpptcntca)t l le;rlth and UnC.'tti0tt 
Act, 4livt;iry srr1qkIomcnt . mm " lsu l~ct;;a11, rsla4ctert with ;~l;airn:~ to al)--~t life strtrtiture or ftttlc,tiort of the 
l)~Xl~' .(ct1'UCttyf~~'tu(14~tit}3} ~1~i :1 : ::J. i/ Liit :Firl rV:1tim :rcwn'- ., arc:_Iart:1 'I'i :s' _rn .1iisil';i4t1rrc`r ot'st +lit'I :rrt 
supplement C,Q:7( ;unllip, .a � fiLrUi.tl:re;1 uncta:)1" CL-11111 Illt1tc ptck1t7Gt", ],3t);Ailt ;~; lt :`dS1 11Y1~%' S.i117'tailltriltliirl 
dial life cUttt is irerthi'ul and not rtrtizte,ldin,.; (=I U.S.C . ; =t4:itratE~lilf}1- 

Tfrc 11il1Cllt1l; o1'yi}rir trs-oilrr,.l "S~`lrit~xr~,yr>,`- }rz;ar strtrcitari tu ;t~li~Xn t-i:ril3j-j about tf1rFe 1?rc}dltcl.g .trnd, 
their itsgrMiczyts. iar0(ri9irrt, tht ?i~li~ :El,tt~~_ 

" "C11itorexr''1 is a lc~,s aid that aix,c?rirs ?CtC1fi1X weitllt in lilt ttrKf 
tinntiirta it 16 a ncin-riizeso-bte gel that not only etiaijiciat~s the tat NT rmikes N.,u feel Full t'tri-
hottr. :.''- 

We have reviewLCl these el:aims and bt-c concluded that they are not supported by reliable 5cientifir, 
evidence . 1 ;cL`r1uiL tliece ilavW )re!; ~lrl~;i :3ntisrifln, 1#ae~va-c Cal,, or rnMh:adin", and dan6:~; vcxrr 
Products to he., mi_:br3sided under i? nst~-i,t±~itl((;~'Eij ot'tl :e Act 12 i i? S*(,', r 
§ ~ 3a:3(a)( I j. 6)(D) 1 . 

Ill ncliliiictn, (lie Ur<>dueas tiipesirinl''' . Garrtin'rA,, LiporexT`r. Chit~>rCxT^' . Zc~tacap'`"'. antl 61~'e:6tionirt~'"r 
arc misl.aattdcd under section »03(a)(1 joftht Act iu ;lsat its 1 :~E ~~I :n~~ is tml,e rH-rni-siiacling 121 I ` :~ :C: . 
§ 3~3~.3x1)7 . `Ibe produm contain the following 

`Q ; Is (Welylt,nin, Zt-tt,caP . G 0lrtin_ T)i ~er rtrt C}it`tt}r~.;, t-ipz^xl approved by 1'D_\` .'" ` :ia : 4-he ~, .. . : 
inGrcriii;tll, (in Wt:lsitonirn, Zv9 .v..-ap, (ictsEtirr . tJistt'.stticr, C It itnrv,x . 1 .ipoxI tmsc lrr'err ,;v cog 
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,`tTRASF~ wtnfirs try the US. Fop 
and 

ti arici 13rug,°~r3rri3nlxtrtllforl(I'7A) 'General !y r'eci)gnir~:d as safe effective' : . . ." 

Those statements are false and mistcaz)irrg and misbrand the prodUcj5_I)jgCaA.( vutiiiT,', 
l .itx"rrux'rM, irhitorexTM, Z~etncap''lr, and 1VetatrriitrtTAI tinder 114s'(a){ 1) oftire Act [?1 U.S-C" 
§ 341(nX I)] hcr_'au_ they state that the" ingrsr.iiertls Lr,rltnirreca in these products are gcrrr. :rally 
reeogniYCd r~, xafc and .effective when, in fact, they are. not f tlrtl>crmorr; t1rey imply that FDA 
reviews and approves, rlieailry" supple.t>;ertt products atid:°or thcir irrgrtv"<)itrrnts : In fact_, f U:1 does riot 
approve dictary supplement.; or tircir-ix1gr+r:.dirrata, 

Canthorex Product 

U'l .Ven ii` the Ittheliltv ii>i' t'ntifiiorv;s dir! rtejt r;cYrsiatn Claims Ouch QaICS d trr Etr a drug . tile produ,:t Is arr 
ailr{hc'~rata's.t cosm2tic , Yout latt4r3lt1 ~rias .ill: t,r+rjn(,tes tttis Product tcrr color irrv ; tlii skirt_ 1'hc :1~-1 
(leltrrcs 111c it-nn "'cOsntetifi" at Section Itl(i_y(1-) tr, irrcla+iie- articles lntertclexf to be isrtrircluc:eif into Ilrs! 
11UFr1Ai"t txirty li,r ;rltut irag appcarxrtte ~,~ I 1~ .~:.~', f+)l f ~j, t';~~en though y~e~ui %\ct> :rira ~tsrt~:,~-{Irrt 
t~`nrtiltrsr4x"" c;rlysrrha' "" .,rr r>t~t ~t~ltl ~s wining pills". 't3ir! we i3ritc-.~t,1' ,r.ll<I :is,t skiil ci:rml -uphli" Illar{i " . 
the following ANTI) r:itr; ~;trrtorrlt-rlts vst;abli5h that Cattthkxert k ilrte;r41<<f t ;.rr use to rttwr the skin cu1or {,1 
'alTir{lt1fC 1 SUlllall ; 

"Cf11ltl,rt\siiqlli31 Jan itlt�+,rttliSt`li in t.'ap.thortx] (.Ot;tr, lltc : tihirr ' 

+ "('f ]art frrr}t t1i~: inairls- tr ; arhitw ..afl-ot'ereverr tan tltat t ;uirlirrE lrk�jttts do titx prritllfec . 
t.ientllt}rr~r~' pn5vidc :. VQrrr witil t}li ; tsviett Skill tOtte r;tt .t ludl> ; To lrmk.t~ Nk.sttr taoj appe :ir more 
17,rh3ra : ." 

" "~~iltlt i.;tilitlti~Y~tir°j 1~A.'~u?" :;liitl IS ::3iti1li'i~ ttzsrfe tllc' It1Sii~C l'~Ut Sti }'i'stti ti(ijti Ic)r1~~.. ~tin-l~:l ...,t1! :111 
y-cm ItyrL! '" 

. "Anyone can tt ;e f_'ant3rrrre_x ._ ._ (Y)"trearr'lravc br:'autifttl baactm_rsrtlry sfciri year rottrd . ., . 

Ihc relu>xc :a :ri3iw and ~iratilar Oral sta3enlent~ rrrarth; r,ci 1}rrr «`cb iist .rt>fi ;4i Ifl;lt tht 
CilttllH3r£;{_ y CrU are i'iarrC'i:tl~' !Il it'ka;tttg On !'our itt`h ;12c'. is Iritul3t!ttl it) impart Ct{ltlr to ttt.; Aitl, tlltla 
making it tl cirtiltietio: jir3rtltrtrt 

The Act defines the terrn ''ce7lisr riciclitivr" at Stct;0tt 2OlttX 1 Xt3,) as a trurtr:ri ;ll -hi4h, when added or 
rrpjriir,cl t(, a food, drag, or t-ostiictic. ,3i tO tlW human boc1y orany- part tl~crec,i'. i :, capable (alone or 
through tG3rvaiun with another substance) of itn~arting cs.rlor thzreto> (? t U .S.C . ~ 3? I (t)( I )(13)]-
Ct3nth .ixrrril}iin is t3 color ndtiitive Color udditives :are clv~;micf to be unsarc urtle;_; thcv an: used in 
accordance with it ccrlor utlditive regulation that specifies tlrc :r3latlitions under vN%hich the color sr+tclitivt" 
rnay ba safety used, ineltfdirrg.rtrL prrrposes for u-itittt it may be used and the product cottt_;orn at 
unk.gories to which it rtialy be added ~~:iction 72 3(a) of the Act; 2 1 U.S _ .C_ § 3?4{{a)j . 

There is Jro-cc>[urar3diii`~e regulation cutrer3tt;>-atft-, .tl~ for-t~ use of Gar3thaxat7tiiiir it) ' impart color to 
tile skin or, for tl3»t rrz8Tlcr, ft>T !hz tt"ae U C3rstltasanthin in u >ti,rrrnvtic produei fQr'4ny Purpose. 

Based on tile ahale_ the ( .̀antlra:kranthin prtltiwt y11tt ;;re nmrkcicirn ors «rttr \Neb site is aciulteratzri 
under, section fifl l(e) of t1w Act [2l i1_C.C $ ;6 l(eil, in th ;rt it bears or cmntt,ins a color additive, 
nHmely CanthaNanihin, vvliicEs is u1a5u(v Within th4 rnca:3inp of sectlon ;' I In) rri lirc: Act [? l t;.Sa.' . 
g 3?gi:(,f)] . 
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In addition, C:zrithorex .it: a rrisl3r~tiiled c:t,nutit: an~ier s~~kittti 61~'~(h) of the Act in that its lai~clin ij false or misleading ('~1 LJ . fi .C . § i~~e,:#ll ,ctarRttc~tttic~n te tile ¬ollvwing %veb site exehatige, rnlcjCr common questions: 

"0; Is C"ntl3ctre,a"'{ FDA apprp~ed? 
1t : The iiigrvfllcnts hot c. bct=rt gk _en '6 RASC status b) the US food and diue Aclomristtntieyn (FlyA)'Caeneralts ri:c.ot;rjitcrl as mlc *tnd ,-flertive ." 

This stat'co1oltl tttist?sarida tile PrhJuct Ix .i.ur ::r it I1rat irt,l;rcttir.-ttlb in CantJiomh are genGt't111y . ne:ug~nitt;t! as safe, and eJ'lectiti?e when, in fact, t1te',° arc tt0t . Fit"! itcraticire, This c:Kth<itige impiies .f'Dt1 :rtrprjiN ;nl (and s,tfta4j -,-.hen, as we, ttass he?ttztc(l out itl>'qve, tJtts is an ttn"le rrw lrf thc color add itivc<, rrtttiltaxwntlun - 

It i :: a violnticart of . ;cctic>rr 3f}? I,,t J ;12c Ad lo Introduce t,r deliver for inlrodwion into mt~:rstiruc~ 
cornmerce any food (tneltrliirtg ;r d,lwt,.rs -<uhplc:,ncrrt t or ? rosctic that is :drJter:tecor nta)laisieiJ I 

This letter is no( intended to he ail ;tit-incttt,iNt; rr:\ iv-%v stl yxtttr WO site and pt`cxluc.ts your liritt n,ariuts, 1i i :: your responsibiJilv to ealcstre that rrll hrcHtucts auslrhc:IecJ by your Jinn comply with the Act rind ii-, irtiplt".m1'.nktn}, rr'~~;itlsti~titl=:, 

Plk,;,w ;,thisc this ai`fice. In tvrittni~g and within titiccti t-i-ij wtElti i+ly, (I .rys crl'tFEC receipt 01'tltis letter, 'I!; 
1~) ill~; ~t~(-t1I~FC? ,Stia}s \'tjll N13'C ta1JsC'It to LC3rrCGt the v1Gt$lt3l'tt r tlettG(1 72~t11~'4'. irlid 10 :q',y1SE'4 ttlsll 2:{)ilil!i(1` rt~-~I :itic~r'is lie, Viol ,lctlrrr 

J! NrrecTive ~iiit5n5 La~1ncA Iqi ~t~ritJ3Ectc~+t t.a3rkittg tl :eyx, Slaw (he rca:,cql tor die dtltt ; 
Ontt tbc lit»r withitt which the ili tK Crjtrtlrlcavd. Yottr repky ~shoutcJ bi: acktre :,sed to ("l7nttstiarti:c: OTTic-cr Kristen t ., . \t6t, ~ 1 U4 .t J'aitit tAratich P¬rrkwuv, Hr' -C}t~'r CQIh;;;Q Park, 11at"~ilan~l . 20740-181,5, ', 

e 
SittecrVl;,, 

Joseph R i3aca 
Dih::;tor 
(?trice of CcrrTtPtis1ricv 
Center tijr FcKid Safety 
and Applied Nutrition 


