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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOODANDDRUGADMINISlRATION 

DISTRICT 0fF1CE ADDRESS ANDPHONENUMBER 
60 Eighth Street. NE 
Atlanta, GA 30309 
(404) 253-1200 

NAMEANDTITI.E OFlNDMOUALTO WHOMREPORTIS ISSUED 

TO: 1)0 j~ C. ~:'c.'V.L-r. '- Y;'t.<- Tn~~UnJr 
ARMNAME 
ISE America, IncASE Newben:y, Inc 
CITY.STATEANDZIPCODE 
Newben:y, SC 29108 
DURJNGAN INSPEC1lON OF YOURFIRMWE OBSSM:D: 

DA1E(S)OF INSPECllON 
09128110-10/15/10 
FEINl.-.rBER 
3002954898 

SIREETADDRESS 
2063 Alexander Street 
TYPEOF ESTABUSHMENT INSPECTED 
Egg ProducerlPIOcessor 

rms DOCUMENTLISTS OBSERVATIONSMADE BY TIlE FDA REPRESENTATIVE(S) DURING THE INSPECllON 
OF YOUR FACILITY. THEY ARE,INSPECOONAL OBSERVAUONS; AND 00 NOT REPRESENTA FINAL 
AGENCYDETERMINATIONREGARDINGYOUR COMPLIANCE. IF YOU HAVE AN 0BJECl10N REGARDINGAN 
OBSERVATION,OR HAVB IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVEACfiON IN RESPONSETO 
AN OBSERVATION,YOU MAY DISCUSS TIm OBJECTIONOR ACTION wrm THE FDA REPRESENTATIVE(S) 

, DURING THE INSPECfiON OR SUBMIT TInS INFORMATIONTO FDA AT THE ADDRESSABOVE. IF YOU HAVE 
ANY QUESTIONS,PLEASE CoNTACT FDA AT IHE PHONE NUMBER.ANDADDRESSABOVE. 

1. Records documentingcompliance with rodents andother pest controlmeasures show documentationinconsistencies among 
layer houses, which are adverse to the requirements specified'in the firm's established SE Prevention Plans. For example:
 
 
 

o Documentationofdaily rodent activity is 'not maintained consistentlyat alI contractorpoultry houses. Several 
contractors documentdaily rodent sigbtings as an observed activity. Other cootrnctorsnoted a daily check and others do not 
documentdaily. Additionally,the manner in which therequired. documentationshouldbe gathered is unclear in the SE 
Prevention Plans. ' 

o PesticideUsage Forms are not utilized at all ofthe contractoc poulbyhouses (b) (4)(b) (4) Additionally,the 
information maintained in the forms is not consistentamong thecontractors. Pesticide usage quantities are not documented in 
some instances (b) (4)(b) (4)(b) (4)(b) (4) 

2. Complex and contrnctor l~ks are in need ofupdate with cWleutly approved forms andrequired information. For 
example, Pesticide Usage FotmSIPestControl Logs, Fly Mo~g documents differ among contractors. 

, . 
3. The time ofactivity that the record reflects is not docwnented. For example, Layer Service Report, Rodent Sightings Log, 
Fly Control do not include time ofactivity. ' . 

4. Refiigeration temperatures ofthe eggstoragecooler in use at the ~ house was in excessof4soF, whichisthe 
specified temperature in the established SE Prevention Plan, Thecooler tempetaturewas consistently above 45°F for the 
period of9/1711o-lOnl10. Reportedly, eggs are picked up from this house on a weekly basis. 

Continued on Page 2: 
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='" ~ C. vJ ~ r..u... ~ \/ ;' Cndo;~\-
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ISE_lncJISE Newbony,ln< 
TYPE OFESTA8USNIIENT IoISPECIW aTY. srATENlD m>CClt£ 
Egg~Newberry, SC 29 108 

ContinD<d from Pogc .: 

FeedMill An::&: 

1. The finndocs not have adcqua1e screening to exclude pests from the feed loading room and prUCCd agaiosI: the 
cootunination offc:ed during the feed loading process.. Forexarup1e, 00 10000000IO anexcessof 10unidcDtified birds wml 

observed Dyin&Ibovaing and/or pen:hiog above six openfeed storage ~ lnlt:u!sofa feedtmkr:r during the loading 
l""""' 

2. The building grounds ...... rourineIy"'-"" so .... lhey ... reasonably free from _ , ....... and ....... uncal 
weeds ODd grass, and improperly"'" ..._ 

Specifically. klcatcd ·witb-iDthe feed mill premises. misceDancous debris to include tins. pi mo~ com and palletswere 
"""""'d <li=tIy bd>ind lhe _ tiocilily, <li=tIy bd>ind!be.ttdled ..... -","and<li=tIy bd>ind!be 
finn', obondoDed hotd>c<y building. 

3. Buildings and equipment arc not: maintained ina rcasooabJy clean manner. forexample tho feed loading roominterior wall 
structure. interior beam. ftmncwork. aDd loading bopperis saturated with an unidentified tt::siduc. Thisraidue appeared to be 
attactingtbe live birds meutioood in Itcm I. cited in the Feed MiDAmaoflnspcctionalObscmltioos. 
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