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#1 GMP NON-CONFORMANCE

Audit The facility:
Requirement: a) Challenged their Food Defense Plan within the past
year.

b) Have taken the appropriate corrective actions when
flaws in the plan were noted.
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#2 GMP NON-CONFORMANCE

Category Environmental Monitoring

Audit The facility has a written Environmental Monitoring
Requirement:  Program in place. It includes:
a) The monitoring of all applicable zones (coolers, "food
contact" surfaces, etc.) in the facility.
b) ATP swabbing or another method after cleaning and
before start up.
c) Testing of drains.
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#3 GMP NON-CONFORMANCE

Category Internal Audits

Audit The facility must have a written procedure for conducting
Requirement:  Food Safety audits of their facility. Procedure includes:
a) Time of check and person responsible.
b) Inspection criteria (inside and outside).
c) Records of inspection and corrective actions.
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#4 GMP NON-CONFORMANCE

Audit The facility must have a written program that ensures the
Requirement:  safety of the water supply if water is used in any fashion
(i.e., cleaning, process aid, cooling, ice, or ingredient).
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#5 GMP NON-CONFORMANCE **

Audit The facility must:
Requirement: a) Have an 18-inch perimeter in storage areas in the
warehouse and in processing.
b) Keep trees trimmed away from overhanging the building.
c) c.Have an 18-24-inch "vegetation free zone" surrounding
the facility.
d) Have no damaged traps where a rodent could escape.
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Food Safety Plan

« Missing or incomplete hazard analysis: Failure to conduct or adequately
document a thorough hazard analysis for the entire process, including raw
materials.

* Incorrect Critical Control Point (CCP) identification: Misidentifying or not
identifying CCPs correctly.

» Lack of or inadequate monitoring procedures: Not having proper
procedures or records to monitor and verify that CCPs are under control.
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Cleaning and Sanitation

 |Inconsistent practices: Not following documented cleaning and sanitation
schedules or procedures.

 Dirty facilities: Evidence of poor sanitation on floors, walls, ceilings, and
equipment.

* |Improper chemical use: Failure to use chemicals at the correct
concentration or to maintain records of titration and pre-op inspections.
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Management Review and Internal Audits

» Weak internal audits: Inadequate or infrequent internal audits to identify
and correct issues before the external audit.

* |nsufficient management review: Failure to conduct regular and
comprehensive management reviews of the food safety system.

 Lack of corrective actions: No, or poorly documented, corrective and
preventative actions (CAPA) following non-conformances.
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Traceability and Recall

* |Incomplete product tracing: Inability to trace product from raw materials
through to distribution.

» Missing recall procedures: Not having a fully implemented and
documented recall plan.

« Lack of mock recalls: No evidence of conducting or documenting mock
recall exercises.
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Pest Prevention Program

 |neffective or undocumented program: Failing to have a documented and
properly implemented pest prevention plan.

« Poor facility integrity: Issues like gaps in doors, windows, and seals that
allow pests to enter.

 |nsufficient monitoring: Not adequately monitoring for pest activity in high-

risk areas.
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