


establishment records. When the sanitary conditions of a facility are not properly
maintained, FSIS can refuse inspection and indefinitely withdraw inspection from an
establishment, provided the establishment is afforded the right to an administrative hearing.

Under the authorities of this Act, FSIS has prescribed rules and regulations required for
establishments producing meat and poultry products including the requirements
pertaining to Sanitation Standard Operating Procedures (SSOP) and Sanitation
Performance Standards (SPS) (Title 9 CFR Part 416) and other matters. FSIS has also
developed Rules of Practice regarding enforcement (Title 9 CFR Part 500). The Rules of
Practice describe the types of enforcement action that FSIS may take and include
procedures for taking a withholding action and suspension, with or without prior
notification, and for filing a complaint to withdraw a grant of Federal Inspection.

Findings/Basis for Action

From August 14, 2018, through August 23, 2018, Enforcement Investigations and
Analysis Officers (EIAOs) conducted a Food Safety Assessment (FSA) at your
establishment. The purpose and scope of this assessment was to review the food safety
systems for regulatory compliance and to determine if the systems were scientifically
sound and supported. During the FSA, the EIAOs reviewed your establishment's HACCP
plans, SSOP program, prerequisite programs supporting your hazard analyses, supporting
documentation, as well as corresponding records. In review of your establishment’s
documentation, the EIAOs found your HACCP system to be inadequate. In addition, you
failed to maintain sanitary conditions in accordance with the SSOP and SPS regulatory
requirements.

On March 30, 2018, FSIS personnel notified your establishment that you failed to meet
the Salmonella performance standards for Chicken Parts for the sampling period of
February 26, 2018, to May 19, 2018. Your establishment exceeded the maximum
acceptable percent positive of 15.4%, as defined in the Federal Register Vol. 81 No. 28
"New Performance Standards for Salmonella and Campylobacter in Not-Ready-to-Eat
Comminuted Chicken and Turkey Products and Raw Chicken Parts and Changes to
Related Agency Verification Procedures.”

From February 1, 2018, through August 13, 2018, FSIS Inspection Program Personnel
have i1ssued 126 Noncompliance Records (NRs) for your establishment's continued
failure to effectively maintain and implement the required SSOP, SPS, and HACCP
programs, in accordance with Title 9 CFR Parts 416 and 417. These recurring NRs
indicate your failure to operate and maintain your establishment in a manner to prevent
the creation of insanitary conditions and to ensure product is not contaminated or
adulterated.

The following are the regulatory noncompliances documented by FSIS Enforcement,
Investigation, and Analysis Officers (EIAOs) during the Food Safety Assessment (FSA)
at your establishment for the period from August 14, 2018, through August 23, 2018.
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sanitary conditions to prevent the contamination of product. This is a
regulatory noncompliance with Title 9 CFR 416.12(c), 416.3(a) and 416.4(d).

b. On August 16, 2018, at approximately 0930 hours, EIAO observed beaded
condensation on the ceiling above the transfer conveyor of the front-halves,
which transfers chicken front-halves from the cut-up department to the
boneless/skinless breast department. Your establishment failed to maintain
adequate ventilation to control condensation and prevent insanitary
conditions. This is a regulatory noncompliance with Title 9 CFR 416.2(d).

Since February 1, 2018, FSIS Inspection Personnel have issued 10 NRs for
similar findings of condensation in your establishment. Your establishment
has failed to implement adequate controls to prevent condensation in your
facility.

¢. On August 15, 2018, at approximately 0315 hours, the EIAO observed
chicken residue and blood on the hand dryer and on the soap dispenser at the
hand wash station entering the slaughter floor. Your establishment employees
use this hand wash station to wash their hands prior to returning to the
slaughter and production floor. EIAO notified plant management of these
findings on August 15, 2018. On August 16, 2018, at approximately 1125
hours, the EIAO observed that the hand dryer and soap dispenser still had
residue and blood that was observed from the previous day. Your
establishment failed to maintain sanitary conditions. This is a regulatory
noncompliance with Title 9 CFR 416.4(b).

d. On August 20, 2018, at approximately 1110 hours, the EIAO observed that
your establishment employee was hanging a clear plastic bag near the
conveyor where your establishment is packaging product in the cone line
department. EIAO observed an establishment employee putting pieces of
chicken fat and trim in the plastic bag. Because the plastic bag had no
identification or label, the EIAO asked Plant Manager, Daniel Morales, what
the raw chicken material in the plastic bag was for. Mr. Morales indicated
that the employee was removing trim that would be thrown away. Similarly,
on August 21, 2018, at approximately 0732 hours, the EIAO observed that
your establishment was hanging a clear plastic bag with no identification on a
hook where your establishment employee was standing on the evisceration
line. EIAO observed that the plastic bag contained other plastic bags and
paper towels. Your establishment indicated that it was trash and that it would
go into the trash can after the shift change/break. For both of these instances,
your establishment failed to identify the bag with conspicuous and distinctive
marking to identify the contents. This is a regulatory noncompliance with
Title 9 CFR 416.3(c).

e. On August 15, 2018, at approximately 0330 hours, while your establishment
employees had gone on lunch break during Shift A (Night Shift) and no birds
were on the shackles, the EIAO observed a dirty yellow hose, with black
unidentifiable foreign material (UFM) hanging above, coming into direct
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Your establishment failed to identify all applicable food safety hazards and did not
provide documentation to support the decisions in your hazard analysis. This is a
regulatory noncompliance with Title 9 CFR 417.2(a)(1) and 417.5(a)(1).

11. Your establishment failed to support the design of your Control Point (CP) 1B for
Venter, CP 2B for Body Opener, CP 3B for Eviscerator, and CP 4B for IOBW
performance monitoring evaluations. Your establishment references these
performance monitoring evaluations to support the decisions at the “Venter,” “Body
Opener, " “Backup Venter/Body Opener,” and “Eviscerator” steps in the
“Slaughter” hazard analysis that the biological hazard “Fecal Contamination” is not
reasonably likely to occur. Your establishment does not maintain a written program
for these control points. Mr. Evans indicated that the columns in the records
identifying CP 1B, CP 2B, and CP 3B are what demonstrate that your establishment
is implementing these CPs. EIAO identified that there is no column for CP 4B, but
that your establishment is documenting the monitoring of the IOBW. In your CP
records, your establishment documents a checkmark. However, it is unclear what
you are checking and what the checkmark indicates. Your plant management
indicated that these columns for CP 1B, 2B, and 3B are for documenting whether
“bird presentation [is] good."” Your establishment provided no documentation to
indicate what “bird presentation good” means and how this monitoring check is
addressing fecal contamination to support the decision that fecal contamination is
not reasonably likely to occur at the “Venter,” “Body Opener,” “Backup
Venter/Body Opener,” and “Eviscerator” steps in the “Slaughter " hazard analysis.
This is a regulatory noncompliance with Title 9 CFR 417.5(a)(1).

12. Your establishment failed to implement the test kit instructions for the “Anti-
microbial Interventions Prerequisite Program ™ as written to demonstrate that the
results of the PAA titration are accurate and valid and to support the hazard
analysis decisions in the Slaughter and Raw Intact hazard analyses where this
antimicrobial interventions (AMI) prerequisite program is referenced. On August
15, 2018, at approximately 0545 hours, EIAO observed your QA Technician
conduct the monitoring of the antimicrobial, which includes titration of PAA to
ensure that the chemical is at the target concentration. EIAO reviewed the
“Peracetic Acid Test Kit,” which instructs to “swirl 5 seconds to mix " after a new
chemical is added. EIAO observed that your QA Technician did not “swir!” for 5
seconds to mix. Your establishment personnel failed to follow your titration
procedures as written. Without adequate implementation of your monitoring
procedures, your establishment is unable to support the decisions in your hazard
analysis. This is a regulatory noncompliance with Title 9 CFR 417.5(a)(1).

13. Your establishment failed to provide an accurate product flow diagram and failed to
conduct a hazard analysis on all process steps. In reviewing your establishment’s
flow chart, and hazard analyses, EIAOs identified the following noncompliances.

a. Your establishment’s flow chart for “Reprocessing: Off-Line
Reprocessing: Whole Body s with gross contamination, ingesta, kidney
pathology and/or broken viscera (feet remain attached)” includes a
“Hang Back on Evisceration Line After IOBW" step that is not addressed
in the “Reprocessing: On-Line, Carcass — Off-Line, Salvage Parts”
hazard analysis. This is a regulatory noncompliance with Title 9 CFR
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417.2(a)(1).

b. Your establishment’s flow chart for the “Slaughter Process: Evisceration,
OLR And Chilling” and “On-Line Reprocessing: Minor contamination,
ingesta, digestive tract remnant, etc.” indicate that the product goes from
“SANOVA OLR Cabinet” to “NELS Inspection Station.” Your plant
management indicated that the “NELS Inspection Station” is the area
where your establishment conducts your CCP 1B zero tolerance checks.
However, the EIAO observed that your establishment collects the carcass
samples for the zero tolerance checks after the birds go through IOBW and
before the birds enter the OLR Sanova pre-chill dip tank antimicrobial
intervention. The flow charts your establishment provided are not up-to-
date and do not accurately reflect the product flow. This is a regulatory
noncompliance with Title 9 CFR 417.2(a)(2).

c. Your “Whole Body " flow chart includes the step “To Cut-Up Process”
that is not addressed in the “Whole Body " hazard analysis. This is a
regulatory noncompliance with Title 9 CFR 417.2(a)(1).

d. Your “Tray Pack” flow chart includes the step “Condemn ™ that is not
addressed in the in the “Tray Packs” hazard analysis. This is a regulatory
noncompliance with Title 9 CFR 417.2(a)(1).

Your HACCP plans in operation do not meet the regulatory requirements of Title 9 CFR
417.2(a)(1), 417.2(a)2), 417.2(b)(1), 417.2(c)(3), 417.2(c)(4), 417.2(c)X7),
417.4(a)(2)(ii), 417.5(a)(1), 417.5(a)(2), and 417.5(a)(3). You also failed to meet the
sanitation regulatory requirements of Title 9 CFR 416.2(d), 416.3(a), 416.3(c), 416.4(a),
416.4(b), 416.4(d), 416.11, 416.12(a), 416.12(c), 416.13(a), 416.13(c), 416.14, and
416.16(a).

For the reasons stated above and in accordance with Title 9 CFR 417.6(a), 417.6(b), and
417.6(d), FSIS has determined your HACCP system is inadequate. Your establishment
failed to support the decisions in your hazard analyses and you failed to adequately
implement your HACCP plans and maintain adequate records. FSIS is unable to
determine that your establishment’s HACCP system is safe, scientifically supported and
sound.

Pathogens such as Salmonella and Campylobacter are of serious public health concern
that can cause a variety of serious illnesses. The organisms can cause a serious infection
which can lead to illnesses, including death. Without adequate implementation and
supportable design of your HACCP program that would support the control of
Salmonella and Campylobacter in your process, FSIS cannot determine that you have
adequately addressed the hazards of concern to ensure you are producing safe and
wholesome product.

Supporting documentation is an important recordkeeping component necessary to show
that the implemented HACCP plan will ensure the production of safe food. Without
documentation that adequately supports the HACCP plans, FSIS cannot determine that
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the selection and development of the CCPs and critical limits would result in safe and
wholesome products.

Poorly maintained facilities and equipment can and do harbor foodborne pathogens,
which can then multiply and be dispersed throughout the food processing environment
increasing the chances of product contamination rendering the product unsafe.
Furthermore, dripping condensation can be a source of direct product contamination
which can render product adulterated.

The Poultry Products Inspection Act, 21 U.S.C. 456, states “the Secretary shall refuse to
render inspection to any establishment whose premises, facilities, or equipment, or the
operation thereof, fail to meet the requirements of this section.” Perdue Foods, LLC, Est.
2882, failed to maintain sanitary conditions at your establishment, creating insanitary
conditions that could result in the production of products, which may have been rendered
injurious to health.

The Poultry Products Inspection Act, 21 U.S.C. 463 states that “the Secretary shall
promulgate such other rules and regulations as are necessary to carry out the provisions of
this Act.” Perdue Foods, LLC, Est. 2882, failed to abide by the rules and regulations of the
Poultry Products Inspection Act.

Establishment process controls are essential to product safety and wholesomeness and all
meat and poultry producing establishments must have written HACCP and SSOP programs
that address all food safety hazards that are reasonably likely to occur in the process. FSIS
affirms that proper process controls are an important and integral part of every food process
and fundamental requirement of the inspections laws that FSIS administers and enforces.

In accordance with FSIS’ Rules of Practice, Title 9 CFR Part 500, we are notifying you of
our intent to withhold the marks of inspection and suspend the assignment of inspectors at
your facility. Please provide this office with a written response within three (3) business
days from the date of your receipt of this letter. We will determine if we will take any
further administrative enforcement action based on your response. You may submit your
response by facsimile to (844) 622-0081, or by electronic mail (e-mail).

In accordance with Title 9 CFR 500.5(b)(4), you may contest the basis for the proposed
action by contacting:

Dr. Keith Gilmore

Executive Associate for Regulatory Operations
210 Walnut St

Room 923

Des Moines, [A 50309

Phone: 515-727-8970
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