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JEFF 9INGAMAN 
,%*W 703 HAM WmA7X OFro",Sto% 

IN tan. 
L D 

~4n4Ary 25, 2005 

The ~Honor4bl.e Andrew C. vp~ chen,ba;Yi, ~M.D. . . ~ : . . . , . . 
A~i~r~g Co~ttmission~ ~ . 
U -S, -Food a 

' 
nd.Drug Adniinistratiun . 

5600 Fishers 4artc . 
.Ror.]cvil)e, Maryland. 2085,7-6001 , . . . 

D1*-at +°+Ctilog Commissioner von .Eschenbach; 

Fbr .some lime, those of us cpncCme4 about ttie.heaih,and wefl-beift of Mispaxii.c c.hildren (botli in the Uaitc.d; Statos and- ic~ :Niexico)..have eag~rty Qwa.ited~ actimi b~ tlic Fooa atid` ~i~iig . . . : Administration (FDA) to reduce the acccgr~ble Iey-91 .o.f1ead in- cAndy to cnsi,irr6~i 6~1~~~s' , n cxposurc t.a.Ymad is TiWmiZexl, o's the A,$enCy'cQliuriitted to do.in Spmig,2404. Wc Iavc been . . concerned particularly about imparted caWy troro~lVic~ico, T1ere~fore: I`alti ~itreioo~ty pleasc:d. to see that through its De~.ernber Z00'5 ctaaf't guidartca, the FAA )iss ~rapessect ~h~ai geeeptal~le levels oflead in candy be~ reducW~ ftom no: n'wr'e'than 0.Spai.r~i; per xt~,illion I~p:iii)~tp ~b,'l. ppii,"".`~w~ite also maintaiMng the cciifarcemant policy iovvard~tha use .by' u,;du'ssfV of1ojt:1~4sed priritii~~ ink on . . . . . candy wrappers. I want to express my strong support for both of th.%-.actiom. 

However., I am deeply disturbed. by the Act; that, while FDA ,states it will alaintO4. its enforcement policy against industxy use of xeud-basod printing iriK on candy wirAppcts, ,it appcars ~ ca be gutting its cnfnrcem.ent, policy wiCh rcspcct to .the acceptable Ievc7 oflaad im Ihs~aandy . iticEf. Dropping ihc statcct accegtablo 1cveffromno more .tha~ o:5PPM to p:1'~Piin .is meaningless if FDA dots not intend to eritntoe the lower stand.ard . The public dacym~izts on enforcement of the new 0,1 pp' staiidurd appear to, i.ndasa~ j~~i tbat - FDA is abrogating its current eafo7cement policy without replacing it with anydiingother than a''*.c,ommend~aiion" with 11d teeth . . 

The notice pubtishe.d in tile Fcc7rrrul Regi~rei on Deccr~iber 27,'200~, ) resci6ding p.rcr+ious giuudancc prpviderl in a 19g~'leiter to the ~n~uscry regarding'- . .: . level," ~tt enforceme~at levcl ." That would mot b'e disturbing; in and .of itse.lf, ifthe gu~i~lince Eieyr~g resauidscl vu~'e-beiui~ replaced with now enforcerncnt policy. Howc~v~r, i'~~'~Taft gu;da,~,ce ar~d supporting clocu'neats, make clear that is .not the case. 

As the draft guidance cnrx[lcd "Load ~i '&.;~A 'L`k 1 : . . : . . . . . . . . , . . . : ̀ . . . ° . . .: . , . .. . . . . . . . ,. ., n , y r e y To 8e CansuniedFrcq-utn~y by Sm~.IY . . . . . . ., Children. R,econzinerided N[WTn-410 -Level snd EafQxcerriea't poIia y "reads, ̀ Me b I Ppin . .. . . . . . zECOrnznended :rmaxirzium 1qa4 lcvsl is not an ~uforccrriew $uxdblino r-DA unzeiids ta corisidc .r . . . . . savcra3l factors ,in bringir4 cnfasccrdOnt ac1ians xcgaxding lcacl ~si~ca~dy:. ., ihcluding,thc level of . . . . . . . . . . . ., . . . . . . . . . . . . . . . . ~le~~d pres~~ti ai~d"(~ie best availabtc'cons:u,~p~a,on da~t~. ' . 
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'Y'hC,O .1 PPM level is kUrther un.,d,er,rnjtied,bythe .~~~~,.uid8nco's alPriificat'iia~ %$ir'FDA's guidance doe~'rm~ts> ;tncluding .this guiciance, do not. establish lagally eziiforceab2e . . recpo~isibilities . Ir~st~d guida~,ces. 8e~'ii6c ttce~:Agcncy's current tin~itig an"a fopir arid should be ;viewed onl~ a~ ~ecomniendations, unless speiific 'regulatory or seatutriry requiremen.ts, are, cited. The use of the word sh,ould in Agency guid:anca5 ine2ihs that somatfiuliis~st~g~e;sttdoz 

, . . . , 
In addition, the supporting d.o;trnVn( for the.,.Auidance takes i2 Ono stop iuitlicr by, statiag, "T1je dca.~ guidanca also rescinds the, O .S ppm g~ifleyine fdc~cans~dering; ezifaraemOt~t action and doas - , .. . . . . . . . . . . . . . not announce anew.' etifo.rceraient . #uidc7i~c .," . , . 

Further to the point, the Afalti»cnre~ $wi (Deaeifibcr_23, 2005) quntes. Michael KAsIitock, s`a r*~or adviser at Me FDA,- a.. stating "the guidance doesu't iacju~~~~nfozcouten,r becauseit's, tao:, . , ~ , difficult to have a ̀on~siz~-S'its-a11 spproach' to various mdks� a~d ftC "itfae agencyha's mot, . wit), Iv.Iexi= officials and 't,s hppirig to prevent -tainted 
c" 
.a~tdy ~tom ca~iung ~Ctoss jie'tordear.." FDA bnforcen~Gn tGnt policy shouldnox be ;basejon "ho. . . , . . . ' . 

In sharp contrast. the 1:995 =forcczacnt guidance regd : . . . . . 

, .: we have the rxuthurity lo take regulruvry action agud,r~t a~ty joocl:p~racluct thatconl~lns. . . . . : . , h poisoRaus .or~lelererivus sub,stanci .t.fiar nzay re~c~er t~t~rrc,duct 11!A- 
individuals.,: We &1$.q have, .,segul'atiori.s t~at. rFq~i~a 11~a1 Yrig~edi~n~s us~d tci manufaetr.r. p ,/aod be safe, which reqcr.tYes that they be oja suuiible de 

ee 
o iari S~' ,fl~ tYI°r ~~tT i~itendsri use, F~etther, our regulal~iolLr rOquire t1~,~t egut~rfit~.i (rr%p,i ute4&. tr,sed t~ th e procuarioii ~ 

of food be dastgri¢d and u,sec~ irt'a iira~ii~~r" th~r ptpclirdes lamination o fthefaod vitJ1 ursafe zrbstaric¢s. 

The statute clearly arxticipafes that .FDA ipiil1, set aoaeptable tevcls oF cnat8ininates, such as' 1~ad; in fdod products, and that, once such levels are esraablislaod and. cxcc«1c~,"thO praduct Xs ad:ulteraicd and subject to cnfnrcomeat action. . . 

FDA's press release on the new guidance . states that the AA&ticy will "[o]amtitiue to lose monitor the lead levels in lvlexicaa candy and atbir~dornestrc .and . i,r,~Mrt6d.cindy products, work with our ;Mex'icancauri.terparc regulatory agencies; and take approp~riate,rogu]atcry Since FDA Us ~~iax~ntly :novcr rescindod't~ha 105 6nfa~i~cc~tr~~rit, ga~c~~icv, i ask ttixt ys~u take, . . . . iirn?~sediate action lo cl,arify what the A ~xic - nieans b "a ` ' ~ - ~ Y y � Ppropriate iegulator,y actinn." l~iixil~ier, I ask that .you cxoW.n both bow FDA will ike action ag~inst u~tt~f`actuiers,,uizporCerS; and . : . distributors of candy ~that csxtceds 0,1 ppm, of lead,, whetli~er d.nrii0shc or, imported, art d how the , ~I1Gy will . , , . . . . . . , Ag ~ l.l identify the cnvSt Xakcly Sour,Ces orva4~f1pn5,and ;.sd enfo~e,er~e~nt griflritie5. Thas clfuiflc.suon is essential so we catt be assur6dt}iat ycu: iutcrnd to protea -our riaCiori's chi]dran, . . Particularly Rispa.nic children and children along 1he"(J,S,,-,M'exico boide'r, ftom dap:getous lead exposure, 

As Part of that, effort, I urge that FDA work in clase:psrlne`rship with the U.S . -W xico Border HcaIth Commission (USMbHC),top.rotccttlich~ith of:chiliuted-SEatcs'aiid '` Mexico. .I : uridorstand~FDA rivYl! participate in $ aricet~r~g :in~~l'Pasu; T`~c~is, ori7~ri.tiary ZG-27; 
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: 2006, and, urge, that the Agency engage in this effort at:the.hibhcst J~v~vels, ta assure. 4progrisfe involvexnen,t of the M*:ca7s gov.ernxnent; health, agc,ncxos ; a~d'ot~r. ~¬ey sto1'ders. . ., . .,, . . ., . . 
Dr. voti Esc~hcmbach, this has been in issue ofgrcaf,izn,pv'ztaacc tn many ojru'.s aloag`tlie , , Mexico border foi a, irunjb~~ ~n ~~k 2002, for exam~Ie, ,d;~ Centexs ~or Disease ̀ , Control and Prevcntiatz (CDC) reported Chat tests by the~Stat~ of,'.Catif6zrai~'+e~$l.ed,~ip to 21;OOC7 Ppm of lead in umpoarceri candies and etated tliei, in CaMrn.ia chxldr.t;n, aprp:tnximaf6ly 15 percent of cases of cfmted blood lead 1cve1s MLLs) were associated tivith tandy~praduCed it~ Megieo. 

, At that time, CDC recommmded, ",Although }aovs. .ehQ1d patnt and res~iturg,caniaminatcd dust ., . and soil sre t}~a,~o$t ~,n~,~,rt ~b~~ of expasore;~ali soti~rr,e ses of lead paisoriing st~ould be identf fied and remcved: ' 'CJ'af'ortw~itely; FDA has a long history of faiung ~ take' action (see,, for example. the series of ayvard wiru~ag ai;ltcl~s in 2-00_4`6~ tbe Orun.gQ Caurtty ~?egiscei) in 'rrraftCrs Aithin 7.C$ jWiSdicl~on . 

We know that c3cvatcd BX. .L,s can h ave, as the California Senate Cotnmittca; on Health~aacC Human Services has found. "draziatic and .devastating cfficts, particul4rly o~ . c~iildrere ."' . The . . . Coritiriit~ ~,c~ds, "'It affects the liver, kidneys. lungs', sphsei~~, muscYes,'hOart; and aeatrai" iairvous sYStem, At high lev4, lead poisoning c.a~t cause 9cidney ptci6lt~ss, seizU=es; c~ai. itui$Gaiiiages . in p~~cbt~an't vs~ometa and 1ow sperm r.ounts in ,tr~-on, nnd eveAdcath Once ottten, it stay's aa the bloodstream and bones Evrr~ lovv.levelsofleacle~ro Iiati~nfitl andar~ associated,wi~hdcc~sed . . , . - ir~tel.i.igenr.~, itnpaired be~iav'ioral dcvelopmeu'C, stiutted ~kTC~i"tt~; .~ru[imipalied :~.e~uriryr;." . . . . . . . 
I urge yoiYr immediate attention . to this iYrrpurt 

o~icies 
ant ratter. It is Crucial, for. our child= that you i.~ruraedisecly make pubYic~~.1 ~nforoe~.ent,p ~~ti en,sUre aM'opI8ie~iegttlafory action iit cases where there is fa4ur.E to cnmplY With the new .p :l ppm standard. ~Anyrhfiig less will fait .: . , many Of our nation's children and farc4 ,izid~i;,ii~uial states'totake ac~ior, as Cali1'or~.ia and Illinois' already have done: to'pXOtecf i}lca,c children_ . 


