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Field Verification Checklists

A Regulator’s Guide: Validation & Verification 
of HACCP Plans in Retail Food Establishments 
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Background
• During the past decade, retail food establishments have expanded 

their operations to include food processing-type operations, such as 
reduced oxygen packaging, acidification, fermentation, smoking, 
curing, and drying, often using sophisticated technologies and 
equipment. 

• These specialized processes present a significant health risk if not 
conducted under strict operational procedures.

• For this reason, each physical facility conducting one or more 
specialized processes must submit a properly prepared and approved 
HACCP plan prior to beginning operations. 

• In many instances, a variance is also required because these 
processes often require specific food safety controls not otherwise 
addressed in The Food Code. If a variance is required, the HACCP plan 
must be pre-approved by the regulatory authority prior to starting 
the operation.
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• For jurisdictions that have adopted The Food Code and/or 
additional requirements, regulators are responsible for 
ensuring that HACCP plans are effectively implemented to 
eliminate or significantly reduce identified hazards that may 
contribute to foodborne illness. 

• Regulators are responsible for ensuring that such plans, as 
written, are valid in addition to verifying their effective 
implementation in the field.

• In order to assist retail food regulators in fulfilling these 
responsibilities, the Massachusetts Environmental Health 
Association (MEHA) received funding from the Centers for 
Disease Control and Prevention, Office for State, Tribal, Local 
and Territorial Support to develop this guidance document.
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Purpose
• Assist regulators with identifying specialized 

processes or operations that require a variance 
and/or a HACCP plan when conducted in a retail food 
establishment. 

• Help explain the administrative provisions in The 
Food Code that addresses variance requests, 
contents of a HACCP plan, and conformance with 
approved procedures for mandated HACCP plans.

• Prepare regulators to identify hazards and control 
measures when conducting HACCP plan validations 
and field verifications in retail food establishments 
using The Food Code, as well as other government, 
academic, and scientific information.
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Primary Source
Regulatory information in this guidance document is 
based primarily on the U.S. Public Health Service 2013 FDA 
Food Code with 2015 Amendments (hereinafter referred 
to as The Food Code) and supplemental MA regulations 
105 CMR 590.000: State Sanitary Code Chapter X: 
Sanitation Standards for Food Establishments, therefore 
regulators may need to modify information based on their 
jurisdictional requirements.
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Applicable Regulations:
Specialized Processes or Operations Requiring a HACCP Plan
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§ 3-404.11 Treating Juice Packaged in a Retail Food Establishment
§ 3-502.11 Variance Requirement (processes that require a variance)
§ 3-502.12 Reduced Oxygen Packaging Without a Variance, Criteria
§ 3-801.11 Pasteurized Foods and Prohibited Food in HSPs

Administrative Provisions
§ 8-103.10 Modifications and Waivers
§ 8-103.11 Documentation of Proposed Variance and Justification
§ 8-103.12 Conformance with Approved Procedures
§ 8-201.13 When a HACCP Plan is Required
§ 8-201.14 Contents of a HACCP Plan
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A variance is a written document issued by the regulatory 
authority that authorizes a modification or waiver of one or 
more requirements of The Food Code if, in the opinion of the 
regulatory authority, a health hazard or nuisance will not 
result from the modification or waiver.
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• Specialized Processing Methods or Operations 
Requiring a Variance AND a HACCP Plan

• Specialized Processing Methods or Operations 
Requiring a HACCP Plan, but NO Variance

• Specialized Processing Methods or Operations That 
DO NOT Require a Variance or a HACCP Plan

Specialized Processes are processes or procedures  
requiring specific food safety controls not otherwise 
addressed in The Food Code.
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MODULE 1
REGULATORY APPLICATIONS OF HACCP IN RETAIL FOOD ESTABLISHMENTS
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MODULE 2
HACCP Review
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• Acidification/Adding Components to Render Food Non-TCS
• Reduced Oxygen Packaging (ROP) – TCS Foods Only
• Molluscan Shellfish Life Support System Display Tanks
• Custom Processing Animals

• Curing
• Smoking (to extend shelf life)
• Fermenting, Drying (other methods)

• Packaging Juice
• Sprouting Seeds or Beans

• Pasteurized Foods and Prohibited Food – Whole Shells Eggs
Special Requirements for Highly Susceptible Populations
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MODULE 3
Specialized Processes Requiring a HACCP Plan



Module 3 - Specialized Processes
Each section contains the following information:

• Regulatory Citation
• Public Health Rationale or Background
• Key Terms  
• Processing Controls and Guidelines
• Guideline for Validating the Specific Process
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Example: Custom Animal Processing

27



28

Regulation: § 3-502.11 Specialized Processes

All domesticated meat and poultry whose product is intended for 
sale must be slaughtered and processed in a U. S. Department of 
Agriculture, Food Safety and Inspection Service (USDA/FSIS) 
inspected facility. The facility must be subject to mandatory or 
exempt inspection by USDA/FSIS. All USDA/FSIS inspected facilities 
are subject to licensure by the MA Department of Public Health 
(DPH).

Any food establishment intending to process either meat and 
poultry raised for private use, or “field dressed” game animals 
intended for private use, is required to apply for a variance and 
submit a HACCP plan for pre-approval prior to starting the process.



Key Terms
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Custom Processing
Preparing/processing of animals who have died by means other than 
slaughtering and whose product is not to be sold or given away and 
is only for the use of the owner of the animal, his family and/or non-
paying guests.

Field dressed
Field dressed means that the body cavity has been opened and the 
internal organs removed.

Game Animals
Game Animal means an animal, the products of which are food, that 
is not classified as livestock, sheep, swine, goat, horse, mule, or 
other equine in 9 CFR 301.2 Definitions, or as poultry, or fish. Game 
animals include mammals such as reindeer, elk, deer, antelope, 
water buffalo, bison, rabbit, squirrel, opossum, raccoon, nutria, or 
muskrat, and non-aquatic reptiles such as land snakes. Game 
animals do not include ratites.



Public Health Rationale
The purpose of requiring a variance and a HACCP plan, when custom processing 
animals that are for personal use as food is to ensure that this process is conducted in 
a sanitary manner. It is also necessary to ensure that these animals, intended for 
private use, do not get into the food chain, as they are considered an unapproved 
food source. 

The primary concern regarding this type of specialized process is that these animals 
may be carriers of viruses, rickettsiae, bacteria, or parasites that cause illness in 
humans. Some of these diseases can be severe in the human host.

It is imperative, to avoid cross-contamination, that these animals, which are not 
inspected under USDA, be processed separately from all other products for sale to the 
consumer. Strict adherence to proper hand washing techniques and cleaning and 
sanitizing procedures is also required to prevent microbiological contamination and 
prevent cross-contamination.

Although when discussing sanitation, the emphasis is placed on the environment, the 
products themselves must not be overlooked. Dirty or spoiled meat products entering 
a sanitary environment are not only unacceptable in themselves but place the 
environment at risk as well. 
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Controls & Guidelines
• The following guidelines are recommended to ensure that 

any custom processed animals stored in the 
establishment must be contained and handled so that 
there is complete separation from all other products for 
sale to the consumer.

• Provide a written list of days and times when game 
animals are processed.

• Attach a tag, with the words “NOT FOR SALE” in letters at 
3/8” in height, to all incoming carcasses. Tags must also 
include a space for assigning a designated carcass 
number. (A label may also be stamped directly onto the 
carcass.)  
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• Keep a record (log book) of the name and address of the owner 
of each carcass, the species, date received, dressed weight and 
the assigned designated carcass number to the tag. Records 
should be maintained for at 90 days and should be available, 
during reasonable hours, for inspection by regulators. 

• Any equipment used to process game animals or meat must be 
thoroughly cleaned and sanitized before it can be used for 
processing domestic meat, poultry, fish, ready-to-eat foods and 
other retail products. 

• Store all custom processed animals and animal products on 
separate shelves while in cold storage. A “NOT FOR SALE” tag, 
with corresponding record number from the original tag, 
should be attached to any shelves or packages storing custom 
processed animals or animal products. 
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• Key Terms
• Variance/HACCP Plan Approval Process
• Written HACCP Plan Review
• Elements of the HACCP Plan Validation Process
• HACCP Plan Review and Revalidation
• Validation of New/Modified HACCP Plans
• Elements of the HACCP Plan Verification Process
• Non-compliant HACCP Systems
• Enforcement/Corrective Actions
• Follow-up Field Verification Inspections
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MODULE 4
Validating and Verifying the HACCP Plan



§ Sample Variance Request Forms
§ Sample HACCP Plan Review Application Form
§ Sample Generic HACCP Plan Validation Checklist
§ Sample Generic HACCP Field Verification Checklist
§ Sample HACCP Field Verification Checklists
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