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SUDJl!CT: Rc~ponseofComctive Ac-tif'n~ r~garo}nP., notmc.uion of l'DA Rimrly Thiel!; 
finish-:d prNuct result~ rn:ci-,·~d on June 22. 2011 

l~rMr. <Jfi~(i::y: 

I wn \\'Jtting in re~ to tth: n"titkation frum the fi>A .m June ?2. lOll.·that 1J 
samples ofHnished product (Simply 'Otick) "'nd ooe raw matcri~l ~mpl~ (ifxanthan gum 
ha:t b.•·~;t<:,J positi\'1.! for thl" (ir~anisnl Bucilh~~· r£rC"us. ll'L tak~~ these findi~g;c \ '(1)' · · 

sm,•u.:tly and \\'C c.ontinuc to ~~>Vult' ~ptjflcant r~sourc~ to implement com:~tiw . 
ttK"d\f!l\i'S lo addre!-t~ F'OA·s tlbsci'\'alion~ nl3d~ durin~ Che inv('Stigatinn conduct(d 11t T~l,. 
the dates ofMa;y··~J thro~h Jon~ 3~ 2011. This !¢tler surph~m~ts4JUr rc~pc:tns..- Mthe ·. 
Fumt FilA 483 dafud June ll, 2011. 

In our June ll ~ 2tlll. respoose, w.: dc'SCrtbl..-d Qlltn\lrou~ c«tc'-"tiv.e Ut!tiom that blld hccn 
implm~cntcd fotwrious product..;, A~ ir relates to the Shnply 'lb~k prlldw.'t. TPL 
bcllt>\'t·s thatthc com~t4vc ~a.-.t.m:s nt)w in place and commuili\.~~'«.1 in our ~'pOns\! . 
l.:trer cbtted Jnn~ 10, lOll ta Fl1nn ft>A 48.3 :w ~JT«tiv~ tt.l add~n l~ c~ncem~ ofthe 

. r«ently cummunicated test K'sult~. 

TPI.. in \:Oiljun~tioll ~ith it... eustomc:r. Simply Thick, LLC. rm.~viott.~l)' initiated a 
vuhmtary Moll on June 4. lOll ofthe Silnrly Thick thickcniotr gel as it \\otS unabk 14' 
J'll'(lVide m!i~ific documentation exdudittg this (lrt'lduct fmm re.:d\' ing a thermal 
proct:s~. TPL had ~"1!11 r.,!tuwing ·proL'C~S rwumeters that \\1:i'e C§hlhlished a!td in plac~ 
for sh~ Shnply ·1 hick pr<'duc1 prior t\l l'l'l.·s lti!&~Ui~ition ofthe busin~-ss in July. 2008. Pet 
(uUaf\otati,,n with Sir»}'lY Thkk und the f'OA, alll<,ts ufSirnply ThK:k pn~uct ptOOl~<:Cd 
in the tim~~rioo C!f Jun~ l. 2()09 to tkc cluw taut ot'.th-: in\•estigatiu.n Jwe 3~ 20I I ar~ 
unJcr M:"all. J\s ofJar& 2l, 2011~ the r'-'tall i~ ~till \1n..~;oinu. 

. Prior lo re')Uming. proJuctit'ln Of the Simrly Thick product. proccssiu;.~ rar:unctm \\\!lC 
e~'111b1iwd by a comp:tcnt proccs~ing authority. All ot' the Simply-lbick proJm:ts 
pn•duc~d b)· Tl~l. fuflowi~ the dal~e uf Jun~. 4. 2011 have been produecd followin¥ a 
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filed l•n.:'l<:e~s c!ttablishcd by aCl)m)X-te"nt prl'lc\:s~ing autburity unJ haw tx.>cn rcvic\\l-d 
lind acctrtl.!d foJy the Fl>A. ~ACF diyisJM; l1lc ac-iditlcd IHcd proc~~c~ w,•re d~'tiKned 
·uotinng illdustcy-acr~pk.'d :::Ci~nlilic fe:ltardnhat ll5sun~s nl) 1ntbtk ~alth l'i~k HrNluding 
th~ organism IJadllu..~ c."t'l'&.'u.i) i"i pr<~nt Wh~n foll('lv.ing the tJdined and detailed contml. 
pnr:.unctcrs. ·1 he current measun:s and ('()11trols in place to monitor. maintllin and 
doeunb:nt key operating paranu:t~:~ within dk! produ~tion prot~:w assure the packagt.~ 
lini~h~d pntdut~t i~cc,\ll1tl'i~reiallyl®ri'he and is fully compliant \\ith aU firuerdl. ~tate and 
lo~al reguJatitlDS. 

Opnn nl)tification of the H>A finished ptt'dU\"t result$, Tf~L a~in C"tinsultcd \\cith a 
C!...lnl~lcnt J'f~lC~~\\Ug llUtnurit}· und.\\8.~ A.li.~Ured lrn~ t'Xi~ting tht"rntal ('r\Jt'!.~SS pu.rarnl;l-.;rs 
uddr~~ anri'onc~ms fi,r public ~ltb rusk·a.ts it rehtlt')) ~~j fieally ltJ BftcillH~ ('~ffif,f i11 
tlu· ~implyThick tini~ted rzuduct. 

lhermn l"ciC remain~ :dmngly cnmtnitkd t() supplying tit< highest qlmiil)' prodncls to our 
~tJ~tom.!rs and roth~: consuming. publi~ In ~(lmpJian« \\ith all applk11ble legal and 
regubatory rcquir'-'lllCnts. Thcnru> l'ac: is of the opinion the abo\·e implcrm..>ntcd com.octh·e 
nH!".i:iU~$ addr.:'..'l~ :illY eonc~m~ as it relab:'$ tu the tini:">hcd pmdlK'ttc~t ri'$Ult:J, tfy~u 
h<Jve any qu~tion!'o ahout our re.~prm~cdt the adc.quacy ,,fthc corrcdh·e ~-.:fi\m!'. we 
\\'OUid h: ph:actcJ tu meet with you to oddresg tlwse que&tions t'\f concern~ 

Thank you in acht:m.:~ for y~•ut promptr~\'icw and r~~ns~ to thi~ matter~ ~,lc~~ c~mtad 
the undersign~.~ with any que.stium {tf daritications )'OU haw.· conccminu, th-is 
.'-'OOlmiJnk~tioo ofcorrective rilt.."'a!Otrcs idctltiticd aho'*·c~ · · 

Jll(li[
/ 	 ii~te~lor 

Senior Vi« Pr(~i<k""nt "-'fO~ration$ 
'Jk-rmo Pae, LLC 

'l'bk fett-er Cl.'n•ain§ cc•nfidc:nti:JI rommen:ial and tra.Je JK:C~l inft:nmwioo nf·rhemt rae~ l.LC 
5PTM•.J 

http:rusk�a.ts



