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Inc.)
" STATE, 21 COBE, - TVPE ESTABLIGHMENT INSPECTED:
| Stuart, IA 50250 _ _ Shell Egg Producer

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 implmlenl. corrective action in responsc to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submut this information to FDA al the address above If you have any
questions, please contact FDA at the phune number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1
All required records do not include your name &nd the location of your farm.
Specifically, the documents reviewed listed below lack the name and/or location of your farm:

Document No: 7.1.3, Title: Pullet Procurement '
Docurment No: 7.1.8, Title: Poultry House Environmental Sampling Collc:cnonr
Document No: 7.1.10.1, Title: Sample Collcction and Processing of Shell Eggs
Document No: 7.1.10.2, Title: Segregation and Processing of House Restncted Epgs
Document No: 7.1.4.0, Title: Bio-Security Policy

IPM 1.3.1F1 [1{B)#) " Trap Count Form

IPM Form A

IPM Form B

= PIT CHART

s HOUSE CHART

» Document No: 7.1.6F1, Title: RAF Cleaning and Disinfection Procedures

IPM Form C

Document No: 4.4.3.2 Title: Refrigeration Requirements for Shell Eggs

IPM 1.0.2 Pest Management for Caged Layer/Pullet and Breeder Operations,
IPM 1.3.1 (a) Rodent Indexing System (RC)

Document No: 7.1.1, Title: Definitions

Biosecurity Plan dated July 2010
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OBSERVATION 2 ' :

You lack qualified supervisory pcrscnnel who are responsible for reviewing reccmis cmated to docurment the SE prevention
measures.

Specifically, your firms personne! respensible for mvéswing!vexifying required SE prevention records, has oot documented
corrections for the following documents containing errors or missing data:

¢ IPM Form C, Facility STEF House 1, end date Jan 31, 2010. According to management, the correct end date of tlns
document should be Jan 31, 2011, The record also bas no documented mdent cmmts for the week of 1/24, with so
coprective actions or expianatmn documented on the form.

s IPM Form C, Facility SEF H5, end date 2-28-11 had no information docemented in the available space for "Total
nummber of redents caught” and "Total number of traps with activity”, with no correstive actions or explanatico
documented on the form.

s Document No: 7.1.6F1, date 2/972011 has no time completed documented in the available space forsteps 1,2,3,4, 5,7,

9, and 12 on page one and steps 1,234 and 5 on page two with no cmacnve action or explanation documnted on the
form,

o  House Chart for 114, month 10, yr. 2010 lacks a recorded time in the available space on line 13 and line 30.

OBSERVATION 3

All required records do not have the signature or initials of the person performing the operation or creating the record,
Specifically,

« IPMFormC, Facﬁzty STEF House 1, end date Jan 31, 2010 has no initials of the employee performing the required task
in the available space for the weeks of 173, 1710 and 1/31.

o  House Chart, House: H4, Farmy: STEF, Month: 10, Yr. 2010 is lacking initials for "Maint" for lines 2 and 4, and lacks
wmitials for "Feed® for lines 3 and 4.
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Stuart, IA 50250

Shell Egg Produc::er__

The document described above also lacks any information regarding the alarm system{{SINESN check in that the
available space for a check mark and date have not been completed.
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