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QA-001 Disease Control 5
(General Disease Control)

Form QA-001A Visitors/Contractor Entry Form

QA-002 Personal Practices 9
(Hygiene, Hand Washing, Glove, Garment, Jewelry, Food)

Form QA-002A Employee Hand Washing Procedures,

Form QA-002B Gowning Area Instructions

QA-003 Employee GMP Training 11
(GMP Training, evaluation, documentation, job descriptions, org. chart)

Forms QA-003A Employee Training Log, QA-003B Packaging Employee
Training Log, HR-003-1A to HR18B

QA-004 Grounds 6
(Maintenance of Grounds)

QA-005 Building and Facilities 6
(Maintenance, hand washing, employee facilities, lighting/glass, HVAC)
QA-006 Sanitation of Building and Facilities 9
(Cleaning Procedures & Documentation — checklists, approved materials)
Form QA-006A-1 Housekeeping Inspection Items, QA-006B-1 Housekeep-
Ing Deficiency Reporting Sheet, QA-006C Cleaning Procedures and Mater-
ials, QA-006D Master Sanitation Schedule

QA-007 Cleaning and Sanitizing Agents 5
(Guidelines for Cleaning Procedures & Sanitizing Agents)

QA-008 Pest Control 8
(Pest Management & Facility Map)

Forms QA-008A Pest Control Map-Bait/Trap Locations,

QA-008B Approved Pesticides/Insecticides/Bait

QA-009 Toilet Facilities 5
(Toilet facility design & maintenance, clogged drains)

QA-010 Hand Washing Facilities 6
(Hand washing facility design & maintenance)

QA-011 Trash Disposal 5
(Interior & Exterior Trash Control)

QA-012 Equipment and Utensils 9
(Preventative Maintenance, Utensil & Equipment Cleaning, Calibration)

Forms QA-012A Equipment Change Control Record, QA-012B to QA-012E
Equipment Suitability Forms, QA-012F Temp-RH Logger

QA-013 Quality Assurance-Quality Control Operations 7
(Quality Unit Responsibilities, Change Control & Safety/Security, CAPA)

Forms QA-013A Employee Signature Record, QA-013B Corrective and
Preventative Action Report

QA-014 The Laboratory Support Function 7
(Independent Lab Selection & Assessment, Approved Lab list)

Forms QA-014A Independent Laboratory Qualification Questionnaire,
QA-014B Approved Independent Laboratories, QA-014C OOS Test
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QA-015 Laboratory Records

(Management of Laboratory Records)

QA-016 Expiration Dates

(Expiration Date Requirements)

QA-017 Handling and Storage of Food Ingredients
(Inbound/Outbound Inspection, Release Criteria, Allergen control, MSDS, Lot Codes)
Form QA-017A Inspection Sheet for Incoming Food Ingredients

QA-018 Packaging and Labeling Operations

(Packaging & Label Req., Packaging Integrity, Repacking & Relabeling, Samples,
Rejected Packaging, Material Repack Procedures, Scale Calibration)

Forms QA-018A Packing Procedures and Policies, QA-018B Scale Cal-
ibration Log Sheet, QA-018C Lab Sample/Repacking Log Sheet, QA-018D
Sample Room Sanitation Checklist, QA-018E Allergen Verification Sheet
QA-019 Packaging and Labeling Components

Receiving, Handling and Storage
(Inbound Packaging Materials approval & rejection, label accuracy/control)
Forms QA-019A Label Yield Reconciliation, QA-019B Inspection Sheet for
Incoming Food Primary Packaging Material
QA-020 Product Recall Procedure
(Recall & Mock Recall Procedures & Contacts)
Forms QA-020A Product Recall Form, QA-020B Mock Recall Product
Accountability Form
QA-021 Customer Complaints
(Investigation and reporting procedures)

Form QA-021A Complaint Investigation Report,
Form QA-021B Complaint Submission Form)

QA-022 Returned and Retained Product
(Return Authorization & Retain/Quarantine)

Forms QA-022A Return Authorization Form, QA-022B Retain/
Authorization Form

QA-023 Storage and Distribution of Products

(Storage Requirements, Vehicle Inspection/BOL, Release Authorization & Offsite Whse.)

Forms QA-023A Outbound Inspection, QA-023B Offsite Warehouse Qualificat

Questionnaire, QA-023C Quality Agreement, QA-023D Temp./RH Log
QA-024 Records Retention and Disposition

(Retention, Storage, Electronic, Destruction, Availability to FDA)

QA-025 Specifications

(Specification guidelines & failure to meet Specifications)

Forms QA-025A Raw Material Specifications, QA-025B Primary Packaging
Specifications

QA-026 Control System — Requirements for

Food Ingredients

(Testing, Release & Rejection for Food Ingredients)

QA-027 Definitions
QA-028 Self Improvement

(Departmental Reviews & Internal Audits)

Forms QA-028A Internal Audit Checklist (cGMP 21 CFR 111),

QA-028B Internal Audit Checklist (cGMP 21 CFR 117)

QA-029 Vendor-Product Approval

(Vendor & Factory Audits, Testing Criteria, Sample Test Report)

Forms QA-029A Food Ingredient Supplier Verification, QA-029B

cGMP Food Ingredient Verification Questionnaire Waiver,

QA-029C Sample Testing Report, QA-029D Factory Assessment Checklist
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QA-030 Foreign Supplier Approval Verification

(Customer and FSVP importer compliance, hazard analysis and verification
Form QA-030A Importer FSVP Attest, QA-030B FSVP Verification,
QA-030C FSVP Hazard Analysis, QA-030D FSVP Supplier Evaluation
QA-031 Handling of Unexpected Events

(Definition, examples, and procedures)

QA-032 Food Fraud & Defense Management

(Vulnerability assessment, mitigation strategies)

Forms QA-032A Alarm System Monitoring

QA-033 Spillage Response and Clean-Up

(Spill reporting, materials, safety precautions)

QA-034 Blending Process Procedure

(Equipment inspection, operation, cleaning, storage, documentation)
Forms QA-034A Master Manufacturing Record or equivalent, QA-034B Bat
QA-034C Blending Process Cleaning Verification Sheet, QA-034D Blend-
ing Process Allergen Verification Procedure, QA-034E Blending Personnel
Training Log, QA-034F Ingredient Identity Evaluation Form,

QA-034G Blender Calibration Log Sheet

QA-035 Blended Product Sampling

(Blended sampling procedure)

QA-036 Product Traceability

(Product identification and traceability procedures/documentation)
QA-037 Risk-Based Testing Program

(Risk Assessment, Testing Schedule, Records, Unexpected Events)

10/19/2022

11/26/2021

01/24/2022

11/26/2021

09/27/2022

06/29/2022

11/03/2023

08/17/2021

10/19/2022

11/26/2021

01/24/2022

11/26/2021

09/27/2022

06/29/2022

11/03/2023

08/17/2021



