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FlNAJ~ AGENCY DETERMINAnON REGARDING YOUR. COMPLIANCE. IF YOU HAVB AN OBJECTION 
REGARDING AN OBSE~VATION OR HAVB IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DIS'rnICT OFFICE ADDRESS AND PHONE NUM8ER OA't'E(S) OF INSPECT~N 

FDA Kansas City Digtr'iet Offiee 8/19/1 0~8/2611 0 
11630 W 80'h St FilNUM8ER 

Lenexa, KS 66214-3340 (913) 7522100 3004354976,3004404403,3006481690 
NAMe AIIID TITlE OF INDMOUAL TO WI-lOM ~EJtORj IS ISSUED 

TO: Go.V'~ \J ~1l~+I\.l'SSJ Gcn,rttl fI1d/(~/v 
AME ...; FIRM N STREET ADDRESS 

Hillatldale Farms ofJowa, Inc ]9 1/2 West Main
 
CITY. STATEANOZIP CODE TYI'E OF ESTABLISHMENT INSPECTED
 

New Hampton, IA 50659 Egg Manufacturer
 
DURING AN INSPECl10N Oil YOUR FIRM WE OBSERVED: 

nus .DOCUMENT LJSTS OBSERVATIONS MADE BY T.HE FDA REPRESENTATIVES (S) DURING THE
 
TNSJ:lECTION OF YOURFACILJTY. nIEY ARE INSPECTIONAL O:BSERVATIONS, AND DO :NOT REPRESENT A
 

TN REPONSE TO AN OBSERVArION, 'IOU MAY DISCUSS THE OBJECTION OR ACTION WITH. THE FDA 
REPRESENTAllVE (S) D'UJIDlG THE INSPECTION OR SUBMIT nns INFORMATiON to FDA AT iHE ADDRESS 
ABOVE.. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS 
ABOVE. 

Observations listed bclowcover inspeetio~s ofyour egg laying fannslplants inspected from 08/)912010 through 0812612010. 

FBI: 3004354976 ·lJi1Jandale Farms oflowa.lnc, .19 ~ West Main, New Hampton, IA 50659
 
FEI: 3004404403 - Hillandale Iowa II, LLP, 13706 230th St, West Union, lA 52175 (referred to a$ West Ulliou)
 
FEr: 3006481690 • Hillandale Fa.rms, LtC, t3998 140th St, Alden, IA 50006 (refurred to as Alden)
 

I. You did not maintain doeumeJ1tl\tion that the 19 week old pullets in house 4 at the AIden facility were liSE monitored" or
 
were raised under "SE monitored" conditions, in.e1uding environmental testing rEcords for pullets.
 

2. The 'Written SE prevention plan was not fully implemented and followed. 

Specifically,
 
a) Your document "Hiltat1dalc Jl LJ..P Bio-seeurity Plan" (referenced ill your Hmandate II LLP Salmol\eUa Enteritidis
 
Prevention Plan) created 511110 states on p. 7 under thc seeti.on entitled, .... ... $tates,
 
yon will un You fai.led to follow your plan as evidenced by
 
the following observations on 8123/] 0:
 

• West Union House l ~ There were 3unseated rodent boles observed along east wall. 

• '?J...!'~ 1)"tI\O\ Hnnqp' 4 a Thp.~ were 16 unsealed rodent holes along row 1. Two live rodent~ were observed entering into 2 of 
the rodent holes. 

• West Union House S_. There were approlCimately 20 unsealed rodent holes on south wall along row 7. A rodent was 
observed running mto one oft.he rodent holes. 

• West Union R.OUllE! 8 - There were 26 un!lealed rodent holes Oft the soutb wall ofthe bouse. In addition, there were 5 ungealed 
rodent hotes on the east side of the house. 

DATE ISSUED 

SEE 
REVERSE 
OFTHtS 

PAGe 

FORM FOA 483 (8100) PREVIOUS EOITION OBSOLETe INSPECTIONAL OBSERVAnONS PAGE] Oil 4 PAGes 



(b) (4) (b) (4)
(b) (4) (b) (4) (b) (4)

(b) (4) (b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)

08/26/2010 11:18 641-394-4483 OFFICE WORLD PAGE 03/07 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DATE(S) OF INSPECTIONDISTRICT Ol=FICE ADDRESS AND PHONE NUMBER 
8/19/1 0-8126/10FDA Kansas City District Office 

11630 W 80th St I'EINUMBER 

Lenexa, KS 66214-3340 (913) 752 2100 3004354976,3004404403,3006481690 

NAME AND TITLE OF INDIVIDUAL TO wtlOM REPORT IS ISsUeD 

TO: Gtt,. V &'t-f",.,rJ (e'lt"al /Y1Jt/.f~ -fY 
STREET ADDRESSFIRMNAM5 

Hillandale Fmns of Iowa, Tnc 19 1/2 West Main 
TYPE OF ESTABLISHMENT INSPECTED 

New Hampton, IA 50659 Egg Manufacturer 
CITY, STATE AND 7-IP CODE 

(b) (4)
(b) (4) (b) (4)

(b) (4)

*",ll also found OIl. p. 7 states the following: 

***". You failed to folJow your plan as evidenced by the following obscrvations 

In addition the section entitled, ..... 
".. 

• West Union Hou~c 1- Th.ere was an approximate l inch gap in the east door. 

• West Union House 3 - There was an approximate 12 inch wide gap in the· lower level door on tbe west side of the house. 
there was an approximate 2 inch gap on each side of the east door. There was a hole observed 0.0 the metal siding on the north 
end approximately 5x3 inches. 

• WC.llt Union I-louse 5 -There was an approximate 1.5 inch gap in east door. 

• West Union House 6 - There \Vall an approximate 6 inch gap on the outside of the: ea!lt door ann an approximate 3 inch gap in 
the damaged door on the enst side of the building. 

• West Union House 7 _. There W3.'l 8ll11pproximate 2 inch gap in the rear entrance door. 

• West Union House K- There was an approximate 2 inch gap in the door on the east side ofthe house.
 

b) Your document "Hillandale Towa LtC Bio-l:ccurity Plan" (referenced in your Hitlandale Iowa LLC Salmonella Enteritidis
 

• Alden HOUSEl 1- A 15 feet by 3 feet wide section ofsiding was missing fiom the south J;ide ofthe house, leaving a 15 feet by 
;L i')Lth uiA'iiiui iu~ i..'i-:. b~~..... / ....r. :.p~;:;::==.~~ ~ ~~~~ b~;; ~~~ ~~~~~ ~~ ~p h,.~1t q'itiin~ tfnnr. 

• Alden HollS! 3 - An approximate 5 incb gap was ob~crved in the metal siding near the 90uth doo.r. Holes were observed in 
the metal siding Dear the $outh door.l, approximately 3 incbe~ in diameter. 

• Alden House 6 - An approximate 2 ioch gap was observed in the rear door and an approximate 2 feet by 2 feet hole was 
observed OD the north side ofthe building. 

(b) (4)

on 8123/10: 

Prevention Plan created 511/10 9tate.~ on . 7. ".IUI ..." ".,...••••••.""" 
evidenced by the following observations on 8120/10; 
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foot. bath wag located in$idc the building. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES� 
FOOD AND DRUG ~MINISTRATIQN
 

OIST~ICT o~':lce ADDRE:SS AND PHONE NUMBER DArE(S) OF INSpeCTION 

FDA Kansas City Di5trict Office 8/19/1 0-8/26/1 0 
11630 W 80'h St FelNUMBER 
Lenexa, KS 66214-3340 (913) 752 2100 3004354976,3004404403,3006481690 
NAMe AND TFTtE OF INDMOUAI. TO WHOM REPORT IS ISSUI:D 

TO: bo.~ 'vJ '&A"e$) bfltfll"lJl ;//laM v 
FIRM NAME STR~ ADDRESS 

Hillandalc Fanns ofIowa, JllC 19 1/2 West Main 
CITY. STI\TE AND ZIP CODE TYPE OF ESTABUSHMENT INSPECTED 

New Hampton, TA 50659 Egg Manufacturer 

(b) (4)
(b) (4)

• Alden HOUSE: 7 - Light was observed coming in around the perimeter ofthe west door due to inadequate seal. No seal was on 

(b) (4)

the north rear manure door. 

• Alden House 8 - Holes were observed in the walls on the north side of the building, approximately I foot by 2 feet,� 
protruding into the manure pit.� 

• Alden H,(')u..~e 9 - An approximate 1 roch gap was obsef\lcd on the m8nllfe pit door at tbe west. end ofthe house. Two hole....� 
WeT!l observed in the building: I hole, approximate.ly 2 inches in diameter, on the south side of the building underneath the� 
walkway and a hole on the right side of the entrance door approximately 2 inches in diameter.� 

c) Your docutnent "Hillandale Iowa LLC :Sio~enced in your Hillandale Iowa LLC, Salmonella Enteritidis 

Prevention Plan) created 5/1/10 states under----" oOiniP;ag;e~l~2~,'~""';·II=====~~~~~~~ ........ "'''', ...... You tailed to 
follow your plan as evidenced by the following observations on 8/20/10: 

(b) (4)

• Alden HO\lse 2 - Standing water approximately ~ inch deep was observed on the floor adjacent to the manure pit where the� 
.� 

• Alden House R- Liquid manure was observed leaking into the east llection oftbe nrsttloor. Plant manager reported that a� 
water line leak OCCUlTed several weeks ago cau!lmg the manure pi.t to flood.� 

d) YOUT document "Hillandale II, LLP Bjo~gecu . feren ed in y01Jt Hillandale II, LLP, Salmonella Enteritidis 
Prevention Plan) created 5/1/1 (). states under Oft page 12, "..... 

,••••••1:.. * ....". You failed to 
follow your plan jJ.$ evidenced by the following observation on 8123/10: 

• We..~t Union House 7 - Liq\lid manure was observed streaming out ofan 'approximate 6 inch gap of the cast door of the� 
manure pit. Plant manager reported a water leak had occurred.� 

e) Your document "HiUandale Iowa Ll..C BiD-security Plan" (referenced in your Hi11andale Iowa LLC Salmonella Enteritidis 
rlev\,;utiou x.Cu,') ~;.c~t.:d 5/:":0 ::~=~ =::P::~~, •••••••••••••I••••••••••". You failed to follow your plan as evidenced by tbe following observation on 8/20/10: 

• Alden House 7 - Woods, approximately 12 inehes tall, were observed growing along the exterior wall arou.nd the entire house. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

OlSTRICT OFfICE AoORess AND PHONE NUMBER OATE(S) OF 'NspeCT~ON 

FDA Kansas City Di9trictOffice 8/19/10-8/26/10 
11630 W 80th St r::F=EI~N""'UM"""B=-E=R----~--~---1 

J~enexa, KS 66214-3340 (913) 752 2100 3004354976,3004404403,3006481690 

NAME AND TTflE OF INDIVIDUAL TO WHOM REPORT IS IssueD 

TO: 6'iA.V"'1 vJ ~"t.f$ Gt;,e~ ( /J1 liv·1{r 
E ' ARM /lLAJ'.~ STREET ADDRESS 

J.{i11andale Farms OfIOW8, Inc ]9112 West Main 
CITY, SiATE AND ZIP cooe 'TYPE OF ESTABLISHMENT INSPECTED 
New Hampton, lA 50659 Egg Manufacturer 

3. You failed to take step~ to ensure that there is no introduct.ion or transfer ofSE into or among poultry houses. TItis is
 
evidenced by the following ob$ervations on 8/2311 0:
 

• West Union Hou~e 7· Approximately 3S un-e:aged hens were tracking manure from the manure pit into tbe upper level oftlle 
caged hen hOU$e area. 

• West Union House 4 - Approximately 14 un-eaged hens were tracking manure from the manure pit into the upper level ofthe 
caged hen bouse area. 

4. AU required recorm did [I(1t includc the location oftile farm and the signature or .i.nitials of the person who performed the
 
operation.
 

Specifically, 

• The "Fly Monitoring Form" fur the West Union site (Houses 1,2,3,4, 5, 6, 7, 8, 9, and 10) pertonned on the dates 8/6/1 0, 
8/13/10, and 8120/10 did not include tbe specific farm location ofthe fly monitoring and the name or initials of the person who 
pcrfonned the inspection. 

• The "'Rodent Monitoring Fonn" for the West Union $ite (Houses 1,2,3,4,5,6, 7, 8, and 9) performed on the dates 7/12110, 
7/19/10,812110, and 8123/10 did not include the specific farm location ofthe rodent monitoring and the name or initi.als of the 
person who perfonned t1le inspection. 

• The "Moving Tape FlyCount~ forthe·Aldcn site (Houses 1,3,4,5,6,7,8,9, and 10) perfonned on the dates 71291l0, 
8/12/10, and 8/19/10 did not include tbe specific farm ofthe houses inspected. 

• TIle "Pest B Gone" rodent activity logs for the Alden site (Ho11$cs 1, 2, 3.. 4, 5, 6, 7, 8, 9, and J0) perfonned on tbe dates 
7122/10, 7/29/10,815/10 and 8119/10 did not inchlde the specific location ofthe farm inspected and did not always include the 
name or initials ofthe persoll who performed the inspection. 

5. Your written SE plan titled "Hillaodale Iowa LLC Salmonella Enteritidis Prevention Plan" and "Hillandal¢ It LLP 
Salmonella £nteritidi~ Prevention Plan" did not include the signature: ofyour plan a.dministrator. 

6. Samples coUected during the course Oftll.iS inspection and tested by a FDA laboratory, revealed the foUowingpositive 
analytical test result~: Spent water from eg~ wash station from Plant S, samplec:l on 8Jl912010, tested positive for Salmonella 
enteriditis. 
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