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This document lists observations made by the FDA representative(s) duriog the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Ageru;y determination regarding your compliance. !fyau bave an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) duriog the inspection or submit 1h:is infonnation to FDA at the address above. !fyou have any 
questions, please contaet FDA at the phone number and address above. 

DURING AN INSPEcnONOF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Failure to manufacture, package, and store foods under conditions.and cootrols necessmy to minimire the potential for 
growth ofmicroorganisms and contamination. 

Specifically, 

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

(A) (b) (4) samples from ooe 1"!'maining finished product lot ofyour HVP' . re 
analyzed and found positive for SalmoneUa by your private laboratory. This was documented by Certificate of 
Analysis dated 2./1-912010. 

., 
(B)	 Environmental samples collected from buildiog 3950 E. Craig Road found Salmonella on non-food contact 

surfaces near some food processing equipments throughout this filcility. These findings were documented on 
the following private laboratory certificates ofanalysis provided to ..the FDA. 

(I)	 Certificate ofAnalysis ~ 112112010 
, . .environmental sampll'S collected on 111312010 were found positive for SalmoneUa. 

(2)	 . cate of Analysis dated 21812010 . 
"!"""l!"'l"~.Dvironmental samples collected on 1126120I0 were found positive for Sahnonella. 

• ed 211812010 
i~::::=';:Jenvironmental samples collected on 218120I0 were fonnd positive for Salmonella. [Il)IUJ 

':-l!:=~nvironmental	 samples were collected from the GrindinglPacking Room where powder 
mixed with other ingredients and packaged into finished products. 

After receiving the first private laboratory analytical results (Certificate ofAnalysis • dated 
112112010) indicating the presence ofSalmonella in your fucility, you continued to ute paste and powder 
products until 211512010. Furthermore, from 112112010 to 212012010, you continued to manufacture HVP paste and 
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powder products tmder the same processing conditions that did not minimize microbial contamination. 

OBSERVATION 2 .. .', 

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

Specifically, 

On 211412010, we observed disassembled equipment with accumulation offood debris and accumulation ofdark brown 
colored liquid. According to your fum's Quality AssUrancelFood Technologist these surfaces have been cleaned and ready 
to be assembled for production. The specific food contact surfaces observed are descnbed as follows: 

L Light brown residue was observed on the ledge close to the hinge ofthe east door ofLarge Paste Mixer. 
2. Dark brown liquid was observed inside the Still utlet to the paste mixers. Stilllllis ami 'olding 

tanks that feed incprocess material intotht! paste mixers. 
3. Brown residue and dark brown liquid were observed on the stainless steel filter screen and inside its housing. 

• , 1 
4. Darl< bro'#@:.resi~ was observed inside the • .' nveying pipe located.after the h~pper outle~ of 

Belt Dryer ' e were infurmed"byyour fum's Quality AssurancelFoodTechnologlst that dunng production, 
this pipe transports • , •5. Brown residue was observed on"the inside surface ofexit end o. UK; wmte PVC pIpe I oerween MJXerSIiII 
and . side the GrindinglPacking Room. This PVC pipe isused for,diverting overflow product that can be 
eventually incOrporated into a finished product 

DuringproductiononVl8I201O, it was obscived that paste product comes in"contact with the surface of the ledge 
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 crevices on the floor area direcl1y underneath and around the 
following areas:	 ,,- , 

1.	 Inlets and outlets ofthe (b) (4) ,aste Mixers where these parts are disassembled for cleaning and left 
exposed until production begms. 

2.	 Shakers • ide the GrindinglPacking Room where finished powder products are handled, mixed, and 
packed. 

Moreover, we observed floor -fractures and creviCes along the trench dr3inS in thetl\iaporatorlPaste MixerslBelt Dryers areas. 
Standing water was also observed in the floor areas nearby these trench drains. We observed prodqction employee and 
forklift traffic in these areas and into the GrindingIPacking Room where' finished powdered prodUcts are packed.. .. 

Your firm's environmeutaI sam Ie results were ositive for Salmonella from or near these floor areas. 

OBSERVATION 4 

Plnmbing is not adequately instlilled and mamtained to provide adequate floor drainage. 
• -. -0' • 

Specifically, during the our inspection ofthe EvaporatorlPaste MixerslBeit Dfyers areas, we observed standing, grey/black 
liquid in the square drain at the north end ofthe building whileyou were manUfaCturing hydrolyzed vegetable protein (HVP) 
paste into powder products. Further, we sensed an odor in the vicinity ofthis drain, which collects discharge water from the 
east and west trench drains. -.. ­

Your firm's environmeutaI-sample tesults were positive for Salmonella from or near these drain areas. 

* DATES OF INSPECTION:
 
02l12l2010(Fri), 021131201O(Sat), 02!141201O(Sun), 02l15/201O(Mon), 021161201O(fne), 02l18!201O(Thu), 0211912010(Fri),
 
0212212010(Mou), 02l2312010(fne), 02l24/2010(Wed), 02l26/201O(Fri), 03/011201O(Mon), 03/02l201O(fue), 03/04I201O(Thu)
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