
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOo AND DRUG ADMINISTRATION 

DISTRICT OFFICE. ADDRESS AND PHONE NUM8~R 

FDA Kansas City District Office 
11630 W 80" St 
Leno.a,. KS 66214·3340 (913)7522100 

DATE(S) OF INSPECTION 
&/12/10·8130/1 0 
FEINUM8ER 
3006481643.3004793793,3005280357 

~AND TITlE OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO:~-~e*e-('. 6 FET:3004797952,3006481709,3OO3073159 
FIRM NAME 

Quality Egg LtC 
s-meeT ADDRESS 
2674 Highway 69 

CITY. STATE ANC liP CODE 
Galt, Towa SOlO] 

TYPE Of ESTABLISHM~NTINSPECTED 
Shell Egg Man.umturer 

DU~ING AN INSPECTION OF YOUR ARM WE OBSERvED: 

TmS DOCUMENT LISTS OBSERVAnONS MADE BY TIlE FDA REPRESENTATIVES (S) DURING THE 
INSPECTION OF YOUR FAC1L1TY. THEY ARE lNSPECTIONAL OBSERVAtIONS, AND DO NOT REPRESENT A. 
FINAL AGENCY DETERMINATJON REGARDING YOUR COMPLlANCE. IF YOU HAVE AN OBJECTION 
REGARDING AN OBSEIlVAnON OR HAVB IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION 
TN REPONSE TO AN OBSERVAT]ON, YOU MAY DISCUSS TIm OBJECTION OR ACTION W11'H THE FDA 
REPRESENTATIVE (S) DURING TIlE INSPf-CnON OR SUBMIT TIilS INFORMATTON TO FDA AT THE ADORESS 
ABOVE. IF YOU H.AVB ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS 
ABOVE. 

bservations listed below covu in~pections ofy-our egg laying farmslplants inspected from 08/l2l2010 through 08/3012010. 
nspccrions of Layers 1,3 and 6 included record review and environmental assessments ofaU houses. lnspections ofLayers 2 

d 4 i.ncluded record review of allllouses and environmental assessments for Layer 2 - Houses 7 aud 11 and Layer 4 - House 

BJ: 3006481643 - Quality Egg LLC, PlantlLayer 1,2615180'" Street, Gatt, TA 50101 
1.: 3004793793 - Wright Co. Egg, PlantlLayu 2, 2550 270Vi Street, Clarion. lA 50525 

EI: 3005280357 - Quality Egg LLC, Plan.tlLayer 3,2674 270ttJ Street, Clarion, JA. S052.~ 
T: 3004797952 -- Wright Co. Egg, PlanVLayer 4, 2680 250\11 Street, Clarion, lA 50525 

El: 3006481709 - Quality Egg LLC Environ, Plant/Layer 6. 2865 31 Olll Street., Dows, IA 50071 
E1.: 3003073] 59  Quality Egg LtC Feed Mill, 2624 Highwa;y 69, Galt,. IA SO] 01 

1. You faih!d to lUlly illlplemtnt and follow your written SE preventinn plan, 

~ecfficany, 

a) Your" ualiil!l!i!lBiO-sec:uriPlan" created On 5/1/10 and II dated on 8/11/10 reads in part (Page 8. under section 
• ' '), • • ' " This had not been accomplished 

as ev\ enced by the fo lOWing observation~: 

• Layer 3 - House I ~ a~proximately 2x6 inch wood boa.rd was observed on the ground with apl)foximarely 8 
frogs living underneath. 

• Layer 3 ~ House 1.5  unu.''1ed wooden structures were observed located approximately 5 feet from the e~erlor 

ofthe building. 

• Layer 3 - House5 IllUld 12  grass aJ)~roximll.tely 12 inches high was observed in between Houses 11 and 12. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DISTRICT OFFICE ADDRESS AND PHONE NUWER DATE(&) OF INSPECnON 
FDA Kansas City District Office 81t 2/10-8130/J 0 
11630 W 80111 St FEINUMBER 
Lenexa, KS 66214-3340 (913) 752 2100 3006481643,3004793793,3005280357 
NAME AND TTJl.E Of' JNDMOUAl TO WHOM RePORT IS ISSUED 

10:	 PEl: 3004797952, 3006431709, J003073 159 
FNI NAMe STRE£T ADORI!SS 
Quality Egg LLC 2674 Highway 69 
CITY, STATE AND ZIP CODe TYPE OF ESTABlISHMEtn INSPECTED 
Galt, Iowa SO]OI Shell Egg Manllfaeturer 

b!i'0it!i1!iiiI!2'Egg Bi().secun Plan", created on 5/1110 and updated on 8/11110,~r section 
• .' ,~__._s".This 
6 not eeD aceomp ed as eVldenced~rvations: 

•	 Nou-dncken feathers wert observed insMe Layer 3 • House 3. One live wild bird W88 observed flying 
abow chicken caees inside Layer I - House 9. Wild birds were observed flying inside and outside of 
Layer 1• Houses 11 and l2. Pigeons were ob,el"\'ed roosting in an air vent where the screenjng was 
damaged on soum side of the Layer .l - BolJSe 14. 

•	 Two birds' nests were observed em the olltside lltru.cture of Layer 3 - between Houses] and 2 
approximately 7 - 12 feet from the manure pit doors. Layer 3 - House 8 had a bird's nest and birds Wcre 
observed under the edges ofmetal siding 01\ the south wall. 

•	 Chicken m8JIllrc located in the manure pits below the egg laying op'er8tion~ was observed to be 
approximately 4 feet high to 8 fuet hiJh at the fonowing locati.oos: Layer 1- House 1; Layer 3 - Houses 2, 
7, 17, and 18. The outside accesll do~ to The manurt pits at these locations had been pushed out by tbe 
weigbt ofthe manure, leaving open aceel!lS to wildlife or domegtieated animals. 

•	 Exterior struetuTal damage allowing entrance to the interior of the laying houses was obsen-ed in Layer 1 
- Houses 1,3,4,7, R, 11 and 12; Layer 2 - Houses 7 and 11; Layer 3 - Houses 1,2, 11,13, 14,15 and 
18; Layer 4 - HOllse 3. Observations include: holes in extr;rior siding, missing siding, holes and/or gaps 
in the concrete foundation and air vent screens either missing or damaged 

•	 The east and west doors located on tbe second floOl' egg laying areas ofLayer I • Houses 1- 14; Layer 2 
Houses 7 and 11; Layer 3 - Houses 1,3,4, S, 6, 9, I], 15,16.17, and 18; Layer 4 - Rouse 3 were 
observed to bave gaps at the bottom and sides ranging from a Y.z inch to 2 inches, 

'. til;s had not beeD 

•	 Un-baited, unsealed hole."ii appearing Ul bt: rodent bunows laeated along the second floor baseboards were 
ob~ed inside Layer 1 - Houses 1 - 9 and 11 • \3; Layer. 2 - Houses 7 and 11; Layer 3 - Houses 1,3,4, 
5, and 6; Layer 4 • House 3, 

ated on 8/11110 reads in part (Page 7, under section 

SEE 
REveRSE 
OF THIS 
PAGe 

I:MPL (8) SIGNATURE 

~'\.T 

fJ'S-
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG AOMINISTAATION
 

DISTRICT OFFICE ADDRess ANI) PHONE NUMBER DATe(S) OF INSPECTION 
FDA Kansas City District Office 8/12/1 ~8I30/1 0
 
11630 W 80'" St
 FEI NUMElER 
Lenexa, KS 66214·3340 (913) 752 2100 3006481643,3004793793,3OO52803S7 
NAME AND T1Tl.E ~IDUAL TO WHOM REPORT IS ISSUED 

TO: ~("". V(.~ "A. ~G$, ceo FEI;30041979S2,3006481109,30030131S9 
FIRM NAME STkEET ADDRESS 
Quality Egg LLC 2614 Highway 69 
CITY, STATE AII/O ZIP CODE lYP~ oP E5TABLISHMENT INSPECTED 
Galt, Iowa 50101 Shell Egg Manufaet1J'(er 

•	 Dark liquid whicb appeared. 10 be man\D'e was observed seeping through. the concrete foundatioD to the outside 
o{tl)e laying houses at the following IOQtions: J..aycr I • Houses 1,2,3,4, S. 8, 11, 1.2 and 14; andLa.yer 3 
HoWies I, 8, 13 aDd 17. 

•	 Standing water approximately 3 incbes deep was observed 8t1h.e southeast comer of the man\lJ'C pit lociltCd 
inside Layer 1 - House 13, 

2. YOD faiJect to bke Jtep$ to eIIJDre there itt no introduction or traDJfeT of SE into or amoug poultry houses. Thil was 
~denced by the following ob...,rvatioItJ: 

Specifically, 

a) There was only one entry doonvayto access egg la.~ 8I'CQ I.oeatod QU. evet7Y other bouse. Entrances for hou5es on 
Layer I and Layer 2 were located on even numbered houses. Entrances for houses on tayer 3 and Layer 4 were louted on odd 
pumbered houses. For example, at Layer 3 a-od Layer 4 - House 1had. a doorway and tbis same door.way bad to be used to gain 
!entrance to House 2. 

b) Employees woOOng within the houses did not wear or change protective clothing wben moving from house to 
~O\Lqe. An employee at Layer 6 - Hous~ 3 was ob!:'ervcd walking out ofHouse 3 with a metal scraper and into House 2 without 
!changing protective clothing and without cJe8l'ling/saniti:7.ing equipment between the houses. 

c) Un-caged birds (chickens baving escaped) were observed in the egg laym.g operation .iJI eontact with the egg lay;ng 
~irds at Layer 3 -Ho\L~ 9 and 16. The un~d birds were using the manure, which was approxlmatcly S feet high, to access 
he egg laying aru... 

d) Layer 3 - House 11, the house entTance door to access both House I) and 12 was blocked with excessive amounts 
Iof manure in the manure pits. 

!MPLO~e(S) SIG~ 
SEE 

~VERse 
OF THIS
 
PAGE
 ~G 

FORM FDA <1&3 (8100) PREVIOUS EDITION OBSOLETE INSPEcnONAL OBSERVATIONS	 PAGE 3 OF 6 PACts 



DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINI$TRATlON
 

OISTRICT OF~E AoDORiSS AND PHONE NUMBER	 DATI($) OF INSPEcno,. 
FDA Kansas City District Office 8/121) 0-8/30/1 0 
l1630 W 80· St l-=F£"""I"""N-::UM-::B~ER~----------I 

Lenexa, KS 66214-3340 (913) 7522100	 3006481643.3004793793,3005280357 
NAME; AND nnE OF INOMDIJA.L TO WHOM REPORT IS Issueo 

TO:	 .1)e~V Cf.) FEl: 30047979S2, 3006481709. 3003073 I59 
FIRM ~ S11lEET ADDIltIiSS 
Quality Egg LLC 2674 Highway 69 
em, STATE "He ZIP cooe lYPE OF ESTABLISHMENT INSPECTED 
Galt, Iowa 501 01 She)) Egg Manufacturer 

• You failed to achieve satisfaetory rodent .ad pMt control &$ mdenced by tbe foUowing. 

incally,
 
a) There were betWeen 2 to 5 live mice observed inside the egg laying bou.~ as follows:
 

Layer # IJoase# 'totAl Live Mice Observed 
2 .I	 l 

1 5	 2 
1 lO	 2 
2 11	 5 
3 2	 4 
3 5	 4 
3 7	 2 
3 9	 2 
3 I t	 2 
3 14	 3 
4 3	 3 

b) Live and dead f1i,es too numerous to COWlt were observed. at the following locarioruJ inside the eg~ laying houses: 

•	 Layer I did not have doeumented (!mIIJ]••••.)rodent inspection$ of Houses 1 -14 after 7/15/10. 

•	 Layer 2 did not have documented ('~') Todcnt inspections of Houses 1 and 2; Houses 3 - l4 bad 
rodtnt inspections documented for ~al week that was not dated. The two iml'pections conducted 
wotlld not adequately cover inspections ev~ 14 days from 7nl10 - 8/12/10. 

•	 Layer 3 did not have documented ctmm__,> rodent inspectjom; ofHouses 1 - 1I atler 7Il4/1 0; Houses 
12 - 18 after 7/1511 O. 

EMP1.0 
SEE 

MVERSE
 
OF !'HIS
 

PAG/i
 

FORM FDA 483 (8100) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBseRVATIONS	 PAGE 4OF 6PAGES 

'fer' - Houses 3,4, 6, 8,9.l1 and 12; Layer 2- Hou..~ 7 and 11,; Layer 3 -Houses 3,4.5,6,7,8, IS, 16, 17 aJld 18. The 
lve flies were on and around egg belts, feed, shell eggs and wal1cways in different sections ofeach egg layjng llTea. In addition, 
ive and dead maggots tao numerous to count were observed on the manure pit floor located in Layer 2 ..,House 7. 

• Vou did nnt c10eUlllent the monitoring ot rodnts and otl,er pest control measure,. 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND ORUG ADMINISTRATION 

DISTRICT OFFJC~ ~ODRESS ~ND PHONE NUMBER 
FDA Kansas City District Office 
11630 W 80ll> St 
LeneQ, KS 66214-3340 (913) 752 2100 

OATE(S) OF INSPECTION 
8/1211 0-8130/1 0 
FEINUM8ER 
3006481643,3004793793,3005280357 

~ AND TITLE OF INDMOUAL TO WtlOM RE~RT IS ISSUED 

I-::T=O:~~~~....l-..;::=.L~..,J...!.~,~&=~W~_\~Cro-o::=--r=,....-F~E~1:~3-:-004;....;.7_9~79_S2.....:.,..;...30_064......:...8..;...17..;...09~. 3_00....,:3:...,:.0_73....:..,15...;.9_---1 
FIRM ~ S~EET ADDReSs 
Quality Egg LLC 2674 H;gb,way 69 
cm, STATE AND ZIP CODE TYPE OF es'TABUStiMENT INSPECTED 
Galt, Iowa S010l Shell Egg Manufacturer 

• Layer 4 did not have doeumented~.') rodent lnspeetiOl1s ofHousell1, 2, 6, 7, l3 and 16; Houses 
3 and 4 after 71812010; Ho~ses 10~ and )8 after 719120\0. HOlL'ItS S, g, and 9 had, a single week of 
rodent inspections doc:umented bllt lite dllte the inspection occurred was not recorded. 

· You did not m.intain records doeumeRtin~comptiance with bioseeurity 1nttiure.~. 

a e 5. under.
• You did not document washing and disinfection Ofyouf dead hell trock and manure equipment prior to 

moving from farm to !ann. 

• You did not maiJJtain records documeu: . 
ofpullcts to laying houses under 

• You failed to document th,e sip*tare or initials of the person performing the operation ofinspec:ting rodent activity 
oct at the time ill wbich tic inspection is performed. 

Specifically. review of your ~ documencation for Layer 1 - Houses 1 - 14; Layer 2 - Houses 3 - J3; 
Layer 3 -Houses 1 -18; Layer 4 - Houses 3, 4, S, 6,8,9,10,11,12,14, IS, 17 and 1& did not contain a signature(s)or 
initial{s) of the person{s) performing the rodent inspections at tbe time they were pe'lfonned. 

• All required records do not incl.de your n.rne lind the location of your farm. 

iticall ,your~ form, I , .·and'~. ' .form.~p&\I'r.odetltactl.~devalU8bon~respe~in 
out' name. Additionally. some of the .' __.. fonn! and~ did not identify the layer 
ite location where the m()l)itoring OCcutTe 

• Oil 8114110. tile foUo.in~ observation' Were noted at the Quality Egg LLC Feed M'ilI. loeated at 1614 Rwy 69 Galt, lA 
0101 FE): 3003673159 

Specifically, 
• Birds were ob~ed roosting and flying, chicks heard chirping in the scorage and milling facility. In addition, nesting 

material was observed in the feed mill closed mixing s)'!tem, ingredjent storage and truck filling areas. 

SEE 
REveRSE 
OFTHI$ 

PAGE 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMfNISTRATION 

DISTRICT OFFICE ADD~ESS AND PHONE NUMBER DATE(S) OF INSPECTIOt<I 
FDA Kan.sas City District Office 8/12/10-8130/10 
11630 W 80111 St FEIHUMBER 
Lenexa. KS 6621.4-3340 (913) 752 2100 3006481643,3004193793,3005280357 
NAME AHD TITLe OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: FEl: 3004797952,3006481709, 3003073159 
FIRM NAME STRea ADDRESS 
Quality Egg LLC 2674 Highway 69 
em, STA~ AND ZIP CODe TYPE OF ESTA81.ISHMENT INspeCTED 

Galt. Iowa SO I 0J Shell Egg Manufacturer 

• Raw mgredient bins and feed sens~ accessible from roof offacility had. rested boles and feed grain level sen~s ajar 
to the outdoor environment These included: 

• Ingredient storage bin. 12, oootainmg saIl, had a ~ted gap about a lh inch wi,de the length oftbe lid ofthe roof 
level covered ingredient bin chute. 

~ IngredieDt storage bin 21 containing ground com had a bole approximately 3 inches by ~ inch wide at the 
base of the roof level covered ingredient bill ehute. 

• At the base of the feed gram level sensor leading into ingredient storage bill 21, containing ground com, there 
was an opeD hole. 

• Feed grain level sensor leading into ingredient !tOrage bin 7. containing meat 81).Q bone meal, was off to the 
side with approximately a 2 inch gap. Avian like fec:es wu observed on top ofthis feed sensor. 

• Finlshed feed 1ankl' 4 and 18 did not bave covers on top of the finished feed tm:I.k chutes. 

• Outdoor whole kernel tom grain bins 4 and 6 observed to have 1he topside doorsllids open to the eDvrromneot aod 
pigeons wert observed emering and leaving these openrogs. Birds were also observed sitting/flying around and over 
the openings. 

,. Samples eollected during tbc eollne orthis iDJpedioD and tested by an FDA laboratory revealed the foJlowin.g pollitiv~ 
~..Iytical resultll fOf SII1ItI""e1Jtl 'Entcridids: 

~pecifica1Jy, 
• On 81'31.2010, an environmental sample was collected from Layer. :2, house 7 manUTC swab f.i"om row 1- left side. 
• On 8/]6120 I0, an environmental sample wa.'1 collected from Layer 2, house II at manure scraper blade from row 3 • 

right side:. 
• On 8/1.312010, an environmental sample was conected i10m Layer 4, house 3 at walkway 1 - rigllt side and walkway 3 

.. right side. 
• On 8/1412010, a sample ofmeat and bone meal was collected from ingredient bin 7 located at your feed mill. 
• 01:18/]712010, a sample of finished feed "Developer" pullet feed was co!Jccted from the feed mm. 
• On OK/1612010, an tTlvlronmental ~ample was collected from lhe rooflevel co"ered ingredient bin. chute 8; Second 

Floor ingredicnt bm cover 19 (ingredient bin 19 holds ground com) located at your feed mill. 

SEe 
REVERse 
OF1HIS 
PAGE 
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The observations of objectionable conditions and practices listed on the 
front of this form are reported: 

1.	 Pursuant to section 704(b) of the Federal Food, Drug and Cosmetic 
Act, or 

2.	 To assist firms inspected in complying with the Acts and regulations 
enforcecl by the Food and Drug Administration, 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 
USC374(b» provides: 

·Upon completion of any such inspection of a factory, 
warehouse. consulting laboratory, or other establishment. and prior to 
leaving the premises, the officer or employee making the inspection shaH 
give to the owner, operator, or agent in charge a report in writing setting 
forth any conditions or practices observed by him which, in his 
judgement, indicate that any food. drug, device, or cosmetic in such 
establistlment (1) consists in whole or in part of any filthy. putrid. or 
decomposed sUbstance, or (2) has been prepared. packed, or held 
under insanitary conditions Whereby it may have become contaminated 
with filth, or whereby it may have been rendered injurious to the health. A 
copy of such report shall be sent promptly to the Secretary." 


	Quality Egg LLC Redacted FDA 483r_Page_1
	Quality Egg LLC Redacted FDA 483r_Page_2
	Quality Egg LLC Redacted FDA 483r_Page_3
	Quality Egg LLC Redacted FDA 483r_Page_4
	Quality Egg LLC Redacted FDA 483r_Page_5
	Quality Egg LLC Redacted FDA 483r_Page_6
	Quality Egg LLC Redacted FDA 483r_Page_7

