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THERNG FP&LC..
1509 Shone Ridge Dr. Shope Mountain, G SUD8F Tel. (770) WIA-3200 Fax (770 %Tﬁwq

June 23, 2011

Mr. John Gridley
Disirict Director
- Food and Drug Administration.
60 Lighth Strect NE.
Atlanta, GA 30309

SUBJECT: Response of Comeetive Actions reganding notification of FDA Rimply Thick
finished product resulls received on June 22, 2041

Dear Mr., Gridiey:

| am writing in response (o the netification from the FIXA on June 22, 2011, that 11
samples of finished product (Simply Thick) and one raw material sample of xanthan gum
has wested positive for the organism Bacillus cerens. TPL takes thise findings very
seriously and we continue to devote significant resources to implemcnt comrective
mecaseres to address FDA’s observations made during (he investigation conducted at TPL
the dates of May 23 through June 3, 2011, This letter supplements our response to the .
form FDA 483 dated June 11, 2011,

In our June t1, 201 |, respunse, we deseribed numerous corrective uetions that had been
implernented for various products, As it nclaiés to the Simply Thick produet, TPL
believes that the corrective measures now in place and commiunicated in aur response.
letter duted June 10, 2011 to Form FIXA 483 are effective to address the concers of the
recently communicated test results.

TPL, in canjunction with its customer, Simply Thick. LLC. prev umsl} initiated a
voluntary recall on June 4, 2011 of the Simply Thick thickening gc! as it was unable to
provide sciemtific documentation excludiag this product from receiving a therinal
process, TPl had been followi ing Process parameters that were cstablished and in place
for she Simply Thick product prior to TPL’s acquisition of the business in July, 2008, Per
callaboration with Simply Thick und the FOA, all lots of Simply Thick product produced
in the time pericd of June 1, 2009 to the close out of the invesiigation June 3, 2011 are
under recall. As of June 23, 2011, the recall is still on-going,

Prior to resuming production of the Simply Thick product, processing purameters wete
established by a competent proecssing authority. All of' the Simply Thick products
produced by TPL following the date of June 4, 2011 have heen produced following o
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filed process establishéd by & cuampetcnl processing authority snd have been reviewed
and uceepted by the FDA, LACF division: . The acidified filed pracesses were dosigned

wiilizing industry-aceepted seientilic resdarch that assures oo public bealth risk (including

the organism Bacillis corens) is present when following the defined and detailed controt
parameters. The current measures and controls in place to monitor, maintain and
doeinent key operating parameters within the production process assure the packaged
tinished prodact is comnipreially sterile and is fully compliaot with all federal, state and
local regulations.

Upon notification of the FDA finished product resnits, TPL again consolted with a
competent processing authority amd was assured the existing thermal process pmamdus
adidress any concems for public health risk as i relates spevi Gically o Bacillus cerens in
the Simply Thick finished product.

Thermo Pae remains strongly committed to supplying the highust quality produts to our
customers and to the consiming public in compliance withall applicable lezal and
regulatory reguircmients. Thernmo Pac is of the opinion the sbove implemiented corrective
racasures addross any coneoms 8t it relates to the finished praduoct test regults, #Fyvow
have mmy questions about our respanse or the adeguacy of the eorrective actions, we
would be pleased to meet with yon to address those questions or concems.

Thank you in advance for your prompl review and response to this mafier. Plense contact
the undersigned with any questions er clarifications you have concerning this

communication of corrective measnres identificd above.

sue Cheneellor '
Senjor Vice President of Operations
Thermo Pag, 1LLC

‘This letter contains confidential commercial and trade secret information of Therm Pac, LLC,
317G
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