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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discass the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

Faﬂuretomanuﬁcﬂ:re,package,andstmebodsmdercon&hons andcmisneoessaxytommimmethepotennal for
growth of microorganisms and contamination.

Specifically,

Your existing manufacturing process inside building 3950 E. Craig Road was not deéigned with the necessary steps
to control microbial contamination as evidenced by the following:

(A)m_sambiw from one remaining finished product lot of your HVP [EXE) N were

analyzed and found positive for Salmonella by your private laboratory This was documented by Certificate of
Analysis [ENEY dated 2/1 9/2010.

(B) Envnomnental samples collected ﬁ'om building 3950 E. Craig Road found Saimonel]a on non-food contact
surfaces near some food processing equipments throughout this facility. These findings were documented on
the following private laboratory certificates of analy51s prcmded to.the FDA.

(1) Certificate of Analysis ONC I a2t 12172010

(D) (4) ) environmental samples collected on 1/13/20 10 were found positive for Salmonella.
(2) Certificate of Analysrs dated 2/8/2010
(b) (4) environmental samples collected on 1/26/2010 were found positive for Salmonella.

(3) Certificate of Analysis 2/18/2010
b) (4) environmental samples collected on 2/8/2010 were found positive for Salmonella. (2!

(b) (4) | °nvironmental samples were collected from the Grinding/Packing Room where powder
product 1s further mixed with other ingredients and packaged into finished products.

After receiving the first private laboratory analytical results (Certificate of AnazysisM dated
1/21/2010) indicating the presence of Salmonella in your facility, you continued to ute paste and powder
products until 2/15/2010. Furthermore, from 1/21/2010 to 2/20/2010, you continued to manufacture HVP paste and
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powder products under the same processing conditions that did not minimize microbial contamination.

OBSERVATION 2

Failure to conduct cleaning and sanitizing operations for utensils and equipment in a manner that protects against
contamination of food-contact surfaces. '

Specifically,

On 2/14/2010, we observed disassembled equipment with accumulation of food debris and accumnlation of dark brown
colored liquid. According to your firm's Quality Assurance/Food Technologist these surfaces have been cleaned and ready
to be assembled for production. The specific food contact surfaces observed are described as follows

1. Light brown residue was obsar\red on the ledge close to the hinge of ﬂ]f: east door of Large Paste Mixer.
2. Dark brown liquid was observed inside the Still Wouﬂet to the paste mixers. St s PIommmholding

tanks that feed in-process material into the paste mixers. -
3. Brown residue and dark brown liquid were observed on the stainless steel filter screen and inside ifs housing.

(b) (4)

4. Dark brown liquid residue was observed inside the [[SNZ) conveying pipe located after the hopper outlet of
Belt Dryer £ % We were informed by 'your firm's Quality Assurance/Food Technologist that during production,

this pipe transports [[S ) e .
5. Brown residue was observed on the mnside surface of exit end g pipe locate 3
andmnsldeﬂle&mdmg/l’aclcmgkoom msPVCplpe lsmedfordlvemngoverﬂowproductﬂm-be
eventnally incorporated into a finished product.
Dnrmgproducucnonﬂ_lsmm,ltwasobservedtbatpastcpmdmicom&ein'mmﬁdlﬂlemfaceofﬁxeledge
referenced in bullet #1
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OBSERVATION 3

The plant is not constructed in such a manner as to allow floors to be adequately cleaned and kept clean and kept in good
repair.
Specifically, during our inspection, we observed cracks and crevtces on the floor area dlrecﬂy undemeath and around the

following areas: ,
1. Inlets and outlets of the ({ )
exposed until prodimtmn gins. -
2. Shakers [(o)NE)] inside the Grinding/Packing Room where fished powder products are handled, mixed, and
packed.

Jaste Mixers where these par!s are dlsassembled for cleaning and left

Moreover, we observed floor fractures and crevices along the trench drains in the Evaporator/Paste Mixers/Belt Dryers areas.
Standing water was also observed in the floor areas nearby these trench drains. We observed production employee and
forklift traffic in these areas and into thé Grinding/Packing Room where: ﬁmshed powdemd producls are packed.

i

Your firm's enviromnental sample results were posxtwe for Sa]monella ﬁ‘om Of near these ﬂocr areas.

OBSERVATION 4
Plzmbing is not adequately msta]led and mamtamed to prowde adequaie ﬂoor dramage

Specifically, during the our mspecnon of the Evaporator/Paste Mixers/Belt Dryers areas, we observed standing, grey/black
liquid in the square drain at the north end of the building while you wete manufaciuring hydrolyzed vegetable protein (HVP)
paste into powder products. Further we sensed an odor in the wcmﬂ:y of thls dram, w]nch coI[ects discharge water from the
east and west trench drains. ]

v

Your firm's environmental sample fesults were positive for Salmonella from or near these drain areas.

* DATES OF INSPECTION:
02/12/2010(Fri), 02/13/2010(8at), 02/14/2010(Sun), 02/15/2010(Men), 02/16/2010{Tue), 02/18/2010(Thw), 02/19/2010(Fri),
02/22/2010(Mon), 02/23/2010(Tue), 02/24/2010(Wed), 02/26/2010(Fri), 03/01/2010(Mon), 03/02/2010(Tue}, 03/04/2010(Thu)
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