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The Food Code is a model for safeguarding public health and ensuring food is unadulterated 
and honestly presented when offered to the consumer.  It represents FDA's best advice for a 
uniform system of provisions that address the safety and protection of food offered at retail 
and in food service.   
 
This model is offered for adoption by local, state, and federal governmental jurisdictions for 
administration by the various departments, agencies, bureaus, divisions, and other units 
within each jurisdiction that have been delegated compliance responsibilities for food 
service, retail food stores, or food vending operations.  Alternatives that offer an equivalent 
level of public health protection to ensure that food at retail and foodservice is safe are 
recognized in this model. 
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1. Foodborne Illness Estimates, Risk Factors, and Interventions 

Foodborne illness in the United States is a major cause of personal distress, 
preventable illness and death, and avoidable economic burden.  Scallan et al. (2011a,b) 
estimated that foodborne diseases cause approximately 48 million illnesses, 128,000 
hospitalizations, and 3,000 deaths in the United States each year.  The occurrence of 
approximately 1,000 reported disease outbreaks (local, regional, and national) each 
year highlights the challenges of preventing these infections. 

Most foodborne illnesses occur in persons who are not part of recognized outbreaks. 
For many victims, foodborne illness results only in discomfort or lost time from the job. 
For some, especially preschool age children, older adults in health care facilities, and 
those with impaired immune systems, foodborne illness is more serious and may be life 
threatening. 

The annual cost of foodborne illness in terms of pain and suffering, reduced 
productivity, and medical costs are estimated to be $10 - $83 billion.  As stated by 
Meade et. al., the nature of food and foodborne illness has changed dramatically in the 
United States over the last century.  While technological advances such as 
pasteurization and proper canning have all but eliminated some disease, new causes of 
foodborne illness have been identified.  Surveillance of foodborne illness is complicated 
by several factors.  The first is underreporting.  Although foodborne illnesses can be 
severe or even fatal, milder cases are often not detected through routine surveillance.  
Second, many pathogens transmitted through food are also spread through water or 
from person to person, thus obscuring the role of foodborne transmission.  Finally, 
pathogens or agents that have not yet been identified and thus cannot be diagnosed 
cause some proportion of foodborne illness.   

Epidemiological outbreak data repeatedly identify five major risk factors related to 
employee behaviors and preparation practices in retail and food service establishments 
as contributing to foodborne illness:  

• Improper holding temperatures, 
• Inadequate cooking, such as undercooking raw shell eggs, 
• Contaminated equipment, 
• Food from unsafe sources, and 
• Poor personal hygiene 

The Food Code addresses controls for risk factors and further establishes 5 key public 
health interventions to protect consumer health.  Specifically, these interventions are:  
demonstration of knowledge, employee health controls, controlling hands as a vehicle of 
contamination, time and temperature parameters for controlling pathogens, and the 
consumer advisory.  The first two interventions are found in Chapter 2 and the last three 
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in Chapter 3.   

The Food and Drug Administration (FDA) endeavors to assist the approximately 75 
state and territorial agencies and more than 3,000 local departments that assume 
primary responsibility for preventing foodborne illness and for licensing and inspecting 
establishments within the retail segment of the food industry.  This industry segment 
consists of more than one million establishments and employs a work force of over 16 
million.  

2. PHS Model Codes History, Purpose, and Authority  

(A) History and Purpose 

U.S. Public Health Service (PHS) activities in the area of food protection began at the 
turn of the 20th century with studies on the role of milk in the spread of disease.  These 
studies led to the conclusion that effective disease prevention requires the application of 
comprehensive food sanitation measures from production to consumption.  Additional 
studies identified and evaluated measures which would most effectively control disease, 
including work which led to improved processes for pasteurization. 

Next, model codes were developed to assist state and local governments in initiating 
and maintaining effective programs for prevention of foodborne illness.  The first of 
these, which is now titled Grade A Pasteurized Milk Ordinance – Recommendations of 
the PHS/FDA, was initially published in 1924.  Subsequently, the PHS published 
recommended model food codes that address the various components of the retail 
segment of the food industry.  These code editions are listed chronologically on pp. iii 
and iv. Through the years all states, hundreds of local jurisdictions, and many federal 
agencies have adopted some edition of model food codes recommended by the PHS.  

Today, FDA's purpose in maintaining an updated model food code is to assist food 
control jurisdictions at all levels of government by providing them with a scientifically 
sound technical and legal basis for regulating the retail segment of the food industry.  
The retail segment includes those establishments or locations in the food distribution 
chain where the consumer takes possession of the food.   

The model Food Code is neither federal law nor federal regulation and is not 
preemptive.  Rather, it represents FDA's best advice for a uniform system of regulation 
to ensure that food at retail is safe and properly protected and presented.  Although not 
federal requirements (until adopted by federal bodies for use within federal 
jurisdictions), the model Food Code provisions are designed to be consistent with 
federal food laws and regulations, and are written for ease of legal adoption at all levels 
of government.  A list of jurisdictions that have reported to FDA their status in adopting 
the Food Code is available on the FDA CFSAN Web Page at: 
http://www.fda.gov/RetailFoodProtection. The list is self-reported and FDA has not yet 
evaluated whether all the adopted codes are equivalent to the model Food Code.   

Providing model food codes and model code interpretations and opinions is the 
mechanism through which FDA, as a lead federal food control agency, promotes 

http://www.fda.gov/RetailFoodProtection
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uniform implementation of national food regulatory policy among the several thousand 
federal, state, and local agencies and tribes that have primary responsibility for the 
regulation or oversight of retail level food operations.   

(B)  Authority 

PHS authority for providing assistance to state and local governments is derived from 
the Public Health Service Act [42 USC 243].  Section 311(a) states in part: 

"... The Secretary shall ... assist states and their political subdivisions in the 
prevention and suppression of communicable diseases, and with respect to other 
public health matters, shall cooperate with and aid state and local authorities in 
the enforcement of their ... health regulations and shall advise the several states 
on matters relating to the preservation and improvement of the public health."   

Responsibility for carrying out the provisions of the Act relative to food protection was 
delegated within the PHS to the Commissioner of Food and Drugs in 1968 [21 CFR 
5.10(a)(2) and (3)].   

Under authority of the Economy Act, June 30, 1932 as amended [31 USC 1535], FDA 
provides assistance to federal agencies.   

Assistance provided to local, state, and federal governmental bodies is also based on 
FDA's authorities and responsibilities under the Federal Food, Drug, and Cosmetic Act 
[21 USC 301].   

3. Public Health and Consumer Expectations 

It is a shared responsibility of the food industry and the government to ensure that food 
provided to the consumer is safe and does not become a vehicle in a disease outbreak 
or in the transmission of communicable disease.  This shared responsibility extends to 
ensuring that consumer expectations are met and that food is unadulterated, prepared 
in a clean environment, and honestly presented. 
 
Under FDA’s 2018 Mission Statement the agency is responsible for: 
Protecting the public health by assuring the safety of our nation’s food supply…and for 
advancing the public health by helping the public get accurate, science-based 
information they need about foods to maintain and improve their health. 
 
Accordingly, the provisions of the Food Code provide a system of prevention and 
overlapping safeguards designed to minimize foodborne illness; ensure employee 
health, industry manager knowledge, safe food, nontoxic and cleanable equipment, and 
acceptable levels of sanitation on food establishment premises; and promote fair 
dealings with the consumer.   

4. Advantage of Uniform Standards 

The advantages of well-written, scientifically sound, and up-to-date model codes have 
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long been recognized by industry and government officials.   

Industry conformance with acceptable procedures and practices is far more likely where 
regulatory officials "speak with one voice" about what is required to protect the public 
health, why it is important, and which alternatives for compliance may be accepted. 

Model codes provide a guide for use in establishing what is required.  They are useful to 
business in that they provide accepted standards that can be applied in training and 
quality assurance programs.  They are helpful to local, state, and federal governmental 
bodies that are developing or updating their own codes. 

The model Food Code provides guidance on food safety, sanitation, and fair dealing 
that can be uniformly adopted for the retail segment of the food industry.  The document 
is the cumulative result of the efforts and recommendations of many contributing 
individuals, agencies, and organizations with years of experience using earlier model 
code editions.  It embraces the concept that our quality of life, state of health, and the 
public welfare are directly affected by how we collectively provide and protect our food.   

The model Food Code provisions are consistent with, and where appropriate 
incorporate, federal performance standards for the same products and processes.  
Federal performance standards in effect define public food safety expectations for the 
product, usually in terms of lethality to a pathogenic microorganism of particular 
concern.  Use of performance standards as the measure of regulatory compliance 
means establishments are free to use innovative approaches in producing safe 
products, in lieu of adherence to traditional processing approaches, such as specified 
cooking times and temperatures, that achieve the same end.  Federally inspected 
establishments demonstrate compliance with performance standards by showing that 
their process adheres to an appropriately designed, validated HACCP plan.   

Retail processors may be given the same opportunity as federally-regulated 
establishments to use innovative techniques in the production of safe foods.  Retail 
establishments may apply to the regulatory authority for a variance to use a specific 
federal food safety performance standard for a product or a process in lieu of 
compliance with otherwise applicable specifications in the Food Code.  However, to 
show compliance with the federal performance standard, the retail processor must, like 
a federally inspected establishment, show that processing controls are in place to 
ensure that the standard is being met.  Thus, a request for a variance based on a 
federal performance standard must be supported by a validated HACCP plan with 
record keeping and documented verification being made available to the regulatory 
authority.   

5. Modifications and Improvements In This Edition  

The revisions contained in this edition reflect changes, additions, deletions, and format 
modifications listed in the Supplement to the 2017 FDA Food Code and 
recommendations developed during the 2020 Biennial meeting of the Conference for 
Food Protection (held in August 2021).  The revisions also reflect input provided by 
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those who have been intimately involved with studying, teaching, and using the earlier 
editions.  Most of these enhancements involve added clarification or new information.  
Some reflect evolving regulatory policy contained in new or revised federal regulations. 

Several of the Tables, Charts, and images were checked throughout the Code to ensure 
meeting web accessibility requirements under Section 508 of the Rehabilitation Act of 
1973 (29 U.S.C. 794d).  Section 508 mandates that all federal agencies eliminate the 
barriers in accessing electronic and information technology.  The law helps to ensure 
that members of the public with disabilities have the ability to access government 
information and services.  

The needed clarifications and missing Code provisions were identified by FDA and 
others during standardization and certification activities, State Training Team courses, 
regional food protection seminars, the deliberations of food equipment standards 
organizations, and the verbal and written requests for clarification received by FDA field 
and headquarters components.   

Changes in provisions related to federal laws and regulations administered by other 
federal agencies such as the United States Department of Agriculture were jointly 
developed with those agencies.   

A Summary of Changes is provided at the end of the Food Code.  General 
enhancements include:   

1) Added and improved definitions that are more precise and more consistent with 
terminology and definitions found in related laws and regulations; 

2) Modified provisions to make them more consistent with national requirements 
and standards administered by other federal agencies and international bodies; 
more flexible without compromising public health; and more internally consistent 
with other Food Code provisions;  

3) Clarified other provisions regarding their intent, thereby reducing confusion and 
the potential for inconsistent application; 

4) Improved user aids contained in the Annexes such as added references and 
updated public health reasons, model forms, guides, and lists; and 

5) Expanded the Index with additional terms to assist a broader base of users in 
finding topics of interest.   

Some of the significant changes to the 2022 Food Code include: 

1) Adding sesame as the ninth (9th) major food allergen; 

2) Requiring written notification to consumers of major food allergens as ingredients 
in unpackaged food and labeling of major food allergens in bulk food that is 
available for consumer self-dispensing; 
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3) Establishing new criteria for the donation of food to aid in public health protection; 

4)  Revising the definition of intact meat including enhancements to clarify 
time/temperature cooking requirements; and  

5)  Creating new requirements for the allowance of pet dogs in outdoor dining 
spaces. 

6. Discussion of the Code as a HACCP Model and the Intention to Incorporate 
Other Models 

It is important to note that preapproval of HACCP plans for food establishments 
operating pursuant to a variance is provided for under the Food Code, but such a plan 
preapproval is not a part of another HACCP regulatory model, the Fish and Fishery 
Products regulation 21 CFR 123, effective December 18, 1997.  FDA published the Fish 
and Fisheries Hazards and Controls Guidance Fourth Edition April 2011, with the most 
recent edition issued in June 2022.  Additionally, there are differences between the two 
models in the required content of the HACCP plan.  For example, the HACCP plans 
requested by the Food Code must include flow diagrams, product formulations, training 
plans, and a corrective action plan. Flow diagrams and product formulations are 
suggested but not mandated components of the Fish and Fishery Products regulation. 

These differences are necessitated by differences in the nature of the regulations and 
the regulatory structure set up to enforce them.  HACCP plans developed under the 
Food Code variance process are provided to the regulatory authority to enable the 
regulatory authority to assess whether the establishment has designed a system of 
controls sufficient to ensure the safety of the product.  The plans will be reviewed 
outside the food establishment and, in most cases, in the absence of any historical 
performance information for the product at that establishment.  Therefore, the plan must 
contain sufficient detail to allow the regulator to fully understand the operations and the 
intended controls.  Products requiring a variance are those which are deemed to be 
time/temperature control for safety food and for which retail production would otherwise 
be prohibited.   

To assist food establishments in applying HACCP principles at retail, FDA has issued a 
document entitled: Managing Food Safety: A HACCP Principles Guide for Operators of 
Food Service, Retail Food Stores, and Other Food Establishments at the Retail Level.  
This document is available from FDA and can be found on the FDA Web Page at: 
http://www.fda.gov/RetailFoodProtection.   

Under the Fish and Fishery Products regulation, every seafood processor is required to 
perform a hazard analysis, and must have and implement a written HACCP Plan 
whenever a hazard analysis reveals a food safety hazard that is reasonably likely to 
occur.  HACCP plans developed pursuant to the Fish and Fishery Products regulation 
are for all products in the class and are not for products for which production is 
presently prohibited.  Plans will be reviewed on site, with records available to judge, 
among other things, the adequacy of past corrective actions. 

http://www.fda.gov/RetailFoodProtection
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It is intended that the Food Code will be amended to incorporate federal HACCP 
regulations and guidelines by inclusion in the text of the Food Code, by reference, or 
through the issuance of interpretations.  This will provide alternatives to the preapproval 
of HACCP plans, such as simplified HACCP plans in line with the Fish and Fishery 
Products model, if the product is produced under a HACCP plan developed in 
conformance with such regulation or guideline.  In so doing, the need for preapproved 
plans under the more intensive regimen of the Food Code will be significantly reduced.   

HACCP plans are key to the use of performance standards as measures of regulatory 
compliance.  Performance standards issued by the Food Safety and Inspection Service 
are applicable to a broad range of meat, poultry, and egg products.  Federal 
performance standards are acceptable, equivalent alternatives to the command-and-
control provisions that now provide specific times and temperatures for processing 
various products.  Federal performance standards may be used to determine the safety 
of a product or process under the Food Code if authorized under a variance granted in 
accord with the Code’s variance provisions, and demonstrated by adherence to a 
validated HACCP plan, consistent with the Code’s HACCP provisions.   

7. Code Adoption/Certified Copies 

The model Food Code is provided for use by food regulatory jurisdictions at all levels of 
government.  At the state and local levels the model may be: 

(A) Enacted into statute as an act of the state legislative body; 

(B) Promulgated as a regulation, if the state legislative body has delegated rule-
making authority to a governmental administrative agency; or  

(C) Adopted as an ordinance, if the local legislative body has been delegated rule-
making authority or regulatory powers. 

Typically, code adoption bodies publish a notice of their intent to adopt a code, make 
copies available for public inspection, and provide an opportunity for public input prior to 
adoption.  This is usually done in one of two ways. 

The recommended method is the "short form" or "adoption by reference" approach 
where a simple statement is published stating that certified copies of the proposed code 
are on file for public review.  This approach may be used by governmental bodies 

located in states that have enabling laws authorizing the adoption of codes by 
reference.  An advantage to this approach is a substantial reduction in the cost of 
publishing and printing.   

Certified copies of the Food Code for use in adopting the model by reference are 
available through the FDA Retail Food Protection Staff, HFS-320, 5001 Campus Drive, 
College Park, MD  20740-3835.  Refer to item 2. (A) of this Preface to access a listing of 
jurisdictions’ adoptions.   
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The alternative method is the "long form" or "section-by-section" approach where the 
proposed code is published in its entirety. Both methods of adoption allow for the 
modification of specific provisions to accommodate existing law, administrative 
procedure, or regulatory policy.  Annex 7 contains model adoption forms for use by 
governmental bodies who wish to use either of these methods.   

8. Information to Assist the User  

Many of the improvements contained in the model Food Code, as listed under item 5 of 
this Preface, are provided to make the document easier to use.  Other characteristics of 
the new edition, if they are understood by the user, make it easier to follow and apply.  
These include structure, nomenclature, and methodology. 

Food Code provisions address essentially four areas: personnel (Chapter 2), food 
(Chapter 3), equipment/facilities/supplies (Chapters 4, 5, 6, 7), and compliance and 
enforcement (Chapter 8).  A new user will find it helpful to review the Table of Contents 
together with the Code Reference Sheet (Annex 7, Guide 3-B) in order to quickly gain 
an understanding of the scope and sequence of subjects included within these four 
areas.   

The structural nomenclature of the document is as follows: 

Chapter  9 
Part   9-1 
Subpart  9-101 
Section (§)  9-101.11 
Paragraph (¶) 9-101.11(A) 
Subparagraph 9-101.11(A)(1) 

Code provisions are either appropriate for citing and debiting on an inspection report or 
they are not.  Those not intended for citing/debiting are identified by the digits following 
the decimal point in the numbering system.  These “nondebitable” provisions fall into 
two categories, those that end with two digits after the decimal point and the last digit is 
a zero, e.g., § 1-201.10; and those that end with three digits after the decimal point and 
the last 2 digits are zeros, e.g., § 8-805.100.  

Two types of internal cross referencing are widely used throughout the Code to 
eliminate the need for restating provisions.   

A. The first type of cross reference uses phrases that contain the word “under”, e.g., 
“as specified under … (followed by the relevant portion of the Code).” The 
purpose of this type of cross reference is to:  

1) Alert the reader to relevant information, and 

2) Provide a system by which each violation is recorded under the one most 
appropriate provision.  This type of cross reference signals to the reader 
the provision of the Code under which a certain violation is properly 
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cited/debited.   

B. The second type of cross reference uses phrases that contain the word “in,” e.g., 
“as specified in... (followed by the relevant portion of the Code).”  The purpose of 
this type of cross reference is to: 

1) Indicate the specific provisions of a separate document such as a federal 
regulation that are being incorporated by reference in the requirement of 
the Code, e.g., ¶ 3-201.11(C); or 

2) Refer the reader to a nondebitable provision of the Code which provides 
further information for consideration, such as provision for an exception or 
for an allowance to comply via an alternative method. 
 
For example, ¶ 3-201.16 (A) begins with “Except as specified in ¶ (B)…” 
and ¶ (B) states the relevant exceptions to ¶ (A).  Paragraph 3-201.11(E) 
states in part, “… as specified in ¶ 3-401.11(C)” and ¶ 3-401.11(C) 
provides for an allowance to serve or sell raw or undercooked, whole-
meat, intact beef steaks in a ready-to-eat form.   
 
If you review the exception in ¶ 3-201.16(B) and the allowance in ¶ 3-
401.11(C), you will see that exceptions and allowances often contain 
conditions of compliance, i.e., conditions that must be met in order for the 
exception or allowance to convey.   

Based on the violation being cited, the substance of the text being referred to, and the 
context in which the reference is made, users of the Code must infer the intent of the 
cross reference.  That is, the user must determine if the cross reference simply alerts 
the user to additional information about the requirement or if the cross reference: 

• Sends (via the word “under”) the citing/debiting to another Code provision;  
 
or   

• Incorporates (via the word “in”) the referenced requirements into the Code 
provision   

The Food Code presents requirements by principle rather than by subject.  For 
example, equipment requirements are presented under headings such as Materials, 
Design and Construction, Numbers and Capacities, Location and Installation, and 
Maintenance and Operation rather than by refrigerators, sinks, and thermometers.  In 
this way provisions need be stated only once rather than repeated for each piece or 
category of equipment.  Where there are special requirements for certain equipment, 
the requirement is delineated under the appropriate principle (e.g., Design and 
Construction) and listed separately in the index.   

Portions of some sections are written in italics.  These provisions are not requirements 
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but are provided to convey relevant information about specific exceptions and 
alternative means for compliance.  Italics are pursuant to a preceding provision that 
states a requirement, to which the italics offer an exception or another possibility.  
Italicized sections usually involve the words “except for,” “may”, “need not” or “does not 
apply.” See ¶ 3-202.18(D). 

The former use of “critical” or “non-critical” has been changed in recognition of the need 
to better identify risk-based controls within the Code’s provisions. Requirements 
contained in the Food Code are presented as being in one of three categories of 
importance: PRIORITY ITEM (i.e. a provision in this Code whose application contributes 
directly to the elimination, prevention or reduction to an acceptable level, hazards 
associated with foodborne illness or injury and there is no other provision that more 
directly controls the hazard); PRIORITY FOUNDATION ITEM (i.e., a provision in this 
Code whose application supports, facilitates or enables one or more PRIORITY 
ITEMS); and, CORE ITEM (i.e., a provision in this Code that is not designated as a 
PRIORITY ITEM or a PRIORITY FOUNDATION ITEM  and that usually relates to 
general sanitation, operational controls, sanitation standard operating procedures 
(SSOPs), facilities or structures, equipment design, or general maintenance. 

 A “P” or “Pf” designation after a paragraph or subparagraph indicates that the provision 
within that section is a PRIORITY ITEM or PRIORITY FOUNDATION ITEM.  Any unmarked 
provisions within a section are CORE ITEMS.   

The following conventions are used in the Food Code.  “Shall” means the act is 
imperative, i.e., “shall” constitutes a command.  “May not” means absolute prohibition.  
“May” is permissive and means the act is allowed.  The term “means” is followed by a 
declared fact.   

Defined words and terms are in “small caps” in the text of the Food Code chapters to 
alert the reader to the fact that there is a specific meaning assigned to those words and 
terms and that the meaning of a provision is to be interpreted in the defined context.  A 
concerted effort was also made to place in “small caps” all forms and combinations of 
those defined words and terms that were intended to carry the weight of the definition.  

The annexes located at the back of the document can provide tremendous assistance 
to those charged with applying Food Code provisions.  No reference is made in the text 
of a provision to the annexes which support its requirements.  This is necessary in order 
to keep future laws or other requirements based on the model Food Code "clean."  
However, the annexes are provided specifically to assist the regulatory authority apply 
the provisions uniformly and effectively.   

It is, therefore, important for users to preview the subject and essence of each of the 
annexes before using the document.  Some of the annexes (e.g., References, Public 
Health Reasons) are structured to present the information by the specific Food Code 
item number to which they apply.  Other annexes provide information and materials 
intended to be helpful to the user such as model forms that can be used, a delineation 
of the principles of HACCP, guidelines for establishment inspection, and criteria for 
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certain food processes for use in evaluating proposed HACCP plans.   

9. The Code Revision Process 

(A) Food Code Revision and Publication Cycles 

FDA is issuing a new edition of the Food Code every 4 years.  During the 4-year span of 
time between editions, FDA may issue supplements to an existing edition.  Each new 
edition will incorporate the changes made in the supplement as well as any new 
revisions.   

A change in the Code’s release cycle occurred ahead of the planned 2021 Food Code 
release.  The FDA values the input of all retail food stakeholder groups through the 
Conference for Food Protection (CFP) and with the occurrence of the COVID-19 
pandemic, the CFP changed to an odd-year meeting cycle.  With this change, and to 
allow for stakeholder input into the Code, FDA adjusted the Food Code release cycle to 
be on an even-year cycle going forward.  This 2022 full edition reflects that change. 

(B) Submission of Food Code Change Suggestions 

FDA will continue to receive concerns and recommendations for modification of the 
Food Code from any individual or organization.  

Given the purpose of the document as discussed in item 2 of this Preface, the Agency 
will be especially interested in addressing problems identified by those in government 
and industry who are responsible for implementing the Food Code.  FDA will also be 
especially responsive to those needed policy and technical changes raised by an 
organization that uses a democratic process for addressing problems and concerns.   

Included are organizations that provide a process that encourages representative 
participation in deliberations by government, industry, and academic and consumer 
interests, followed by public health ratification such as a state-by-state vote by officially 
designated delegates.  The Conference for Food Protection (retail food issues), the 
National Conference on Interstate Milk Shipments (milk and dairy products issues), and 
the Interstate Shellfish Sanitation Conference (molluscan shellfish issues) are examples 
of such organizations.  These organizations receive problems submitted by any 
interested individual, but specify the forms on which the issues must be detailed and 
provide specific time frames during which they may be submitted.   

FDA encourages interested individuals to consider raising issues and suggesting 
solutions involving the federal-state cooperative programs based on FDA's model codes 
through these organizations.   

10. Acknowledgments 

Many individuals devoted considerable time and effort in addressing concerns and 
developing recommendations that are now reflected in the Food Code.  These 
individuals represent a wide diversity of regulators, educators, industry leaders, and 
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consumer representatives acting through their agencies, companies, professional 
groups, or trade organizations.  It is only through the dedicated efforts and contributions 
of experienced professionals that a scientifically sound, well focused, and up-to-date 
model code is possible.  FDA acknowledges with gratitude the substantial assistance of 
those who contributed to public health and food safety in the development of the Food 
Code.   













































































































































































































































































































































































































































































































































































































































FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 42 

2-201.11 / 2-201.12 Decision Tree 2a. When to Exclude or Restrict a 
Food Employee Who is Asymptomatic and Reports a Listed 
Diagnosis Under the Food Code 

 

 

 

Key: Decision Tree 2a  

STEC = Shiga toxin-producing Escherichia coli 
HSP = Highly Susceptible Population 
NTS = Nontyphoidal Salmonella 
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2-201.11 / 2-201.12 Decision Tree 2b. When to Restrict a Food 
Employee Who Reports a Listed Exposure Under the Food Code 

 

Key: Decision Tree 2b 

STEC = Shiga toxin-producing Escherichia coli 
HAV = Hepatitis A virus 
HSP = Highly Susceptible Population 
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2-201.12 Table 1a: Summary of Requirements for Symptomatic Food 
Employees 

Food employees and conditional employees shall report symptoms immediately 
to the person in charge. 

The person in charge shall prohibit a conditional employee who reports a listed symptom from 
becoming a food employee until meeting the criteria listed in section 2-201.13 of the Food Code, 
for reinstatement of a symptomatic food employee.  

 
SYMPTOM 

EXCLUSION 
OR 

RESTRICTION 
(FACILITIES 
SERVING AN 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(FACILITIES NOT 

SERVING AN 
HSP) 

REMOVING SYMPTOMATIC FOOD 
EMPLOYEES FROM EXCLUSION 

OR RESTRICTION 

RA 
APPROVAL 
NEEDED TO 
RETURN TO 

WORK? 

Vomiting EXCLUDE 

2-201.12(A)(1) 

EXCLUDE 

2-201.12(A)(1) 

When the excluded food employee 
has been asymptomatic for at least 
24 hours or provides medical 
documentation 2-201.13(A)(1).  

Exceptions: If diagnosed with 
Norovirus, Shigella spp., STEC, 
HAV, or typhoid fever (S. Typhi) (see 
Tables 1b & 2). 

No if not 
diagnosed  

Diarrhea EXCLUDE 

2-201.12(A)(1) 
EXCLUDE 

2-201.12(A)(1) 

When the excluded food employee 
has been asymptomatic for at least 
24 hours or provides medical 
documentation 2-201.13(A).  

Exceptions: If Diagnosed with 
Norovirus, STEC, HAV, or S. Typhi 
(see Tables 1b & 2). 

No if not 
diagnosed 

Jaundice EXCLUDE 

2-201.12(B)(1) 
if the onset 
occurred within 
the last 7 days 

EXCLUDE 

2-201.12(B)(1) 
if the onset 
occurred within 
the last 7 days 

When approval is obtained from the 
RA 2-201.13 (B), and:  

Food employee has been 
jaundiced for more than 7 
calendar days 2-201.13(B)(1), or  

Food employee provides medical 
documentation 2-201.13(B)(3).  

Yes 

Sore Throat 
with Fever 

EXCLUDE 

2-201.12(G)(1) 

RESTRICT 

2-201.12(G)(2) 

When food employee provides 
written medical documentation 
201.13(G) (1)-(3). 

No 
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SYMPTOM 

EXCLUSION 
OR 

RESTRICTION 
(FACILITIES 
SERVING AN 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(FACILITIES NOT 

SERVING AN 
HSP) 

REMOVING SYMPTOMATIC FOOD 
EMPLOYEES FROM EXCLUSION 

OR RESTRICTION 

RA 
APPROVAL 
NEEDED TO 
RETURN TO 

WORK? 

Infected 
wound or 
pustular boil 

RESTRICT 

2-201.12(I) 

RESTRICT 

2-201.12(I) 

When the infected wound or boil is 
properly covered 2-201.13(I)(1)-(3).
  

No 

Key: Table 1a  

RA = Regulatory Authority 
STEC = Shiga toxin-producing Escherichia coli 
HAV = Hepatitis A virus 
HSP = Highly Susceptible Population 
 
  



FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 46 

2-201.12 Table 1b: Summary of Requirements for Diagnosed, 
Symptomatic Food Employees 

Food employees and conditional employees shall report a listed Diagnosis with 
symptoms immediately to the person in charge. 

The person in charge shall notify the RA when a food employee is jaundiced or reports a listed 
diagnosis 

The person in charge shall prohibit a conditional employee who reports a listed diagnosis with 
symptoms from becoming a food employee until meeting the criteria listed in section 2-201.13 of 
the Food Code, for reinstatement of a diagnosed, symptomatic food employee. 
  

DIAGNOSIS 

EXCLUSION 
(FACILITIES 
SERVING AN 
HSP OR NOT 
SERVING AN 

HSP) 

REMOVING DIAGNOSED, SYMPTOMATIC FOOD 
EMPLOYEES FROM EXCLUSION 

RA 
APPROVAL 
NEEDED 

TO 
RETURN 

TO WORK? 

Hepatitis A 
virus 

EXCLUDE if 
within 14 days of 
any symptom, or 
within 7 days of 
jaundice 

2-201.12(B)(2) 

When approval is obtained from the RA 
2-201.13(B), and:  

The food employee has been jaundiced for more 
than 7 calendar days 2-201.13(B)(1), or  

The anicteric food employee has had symptoms 
for more than 14 days 2-201.13(B)(2), or 

The food employee provides medical 
documentation 2-201.13(B)(3) (also see 
Table 2). 

Yes  

Typhoid Fever 
(S. Typhi)  

EXCLUDE 

2-201.12(C) 

When approval is obtained from the RA  

2-201.13(C)(1), and:  

Food employee provides medical documentation, 
that states the food employee is free of a S. 
Typhi infection 2-201.13(C)(2) (also see 
Table 2). 

Yes 

Nontyphoidal 
Salmonella 

EXCLUDE 

Based on 
vomiting or 
diarrhea 
symptoms, under  

2-201.12(A)(2) 

When approval is obtained from the RA 
2-201.13(G), and:  

Food employee provides medical documentation, 
that states the food employee is free of a 
nontyphoidal Salmonella infection 
2-201.13)(G)(1) or  

Yes 



FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 47 

DIAGNOSIS 

EXCLUSION 
(FACILITIES 
SERVING AN 
HSP OR NOT 
SERVING AN 

HSP) 

REMOVING DIAGNOSED, SYMPTOMATIC FOOD 
EMPLOYEES FROM EXCLUSION 

RA 
APPROVAL 
NEEDED 

TO 
RETURN 

TO WORK? 

Food employee symptoms of vomiting or diarrhea 
resolved and >30 days have passed since the 
food employee became asymptomatic (2-
201.13(G)(2)).  

STEC EXCLUDE 

Based on 
vomiting or 
diarrhea 
symptoms, under  

2-201.12(A)(2) 

 1. Serving a non-HSP facility: 2-201.13(A)(4)(a): 
Shall only work on a restricted basis 24 hours 
after symptoms resolve and remains restricted 
until meeting the requirements listed in No. 3.   

2.  Serving an HSP facility: 2-201.13(A)(4)(b): 
Remains excluded until meeting the 
requirements listed in No. 3.  

3.  Restriction or Exclusion remains until: 

Approval is obtained from RA 2-201.13(F), and 

Medically cleared 2-201.13(F)(1), or 

More than 7 calendar days have passed since the 
food employee became asymptomatic 
2-201.13(F)(2) (also see Table 2).  

Yes to 
return to an 
HSP or to 
return 
unrestricted; 
not required 
to work on a 
restricted 
basis in a 
non-HSP 
facility 

Norovirus EXCLUDE 

Based on 
vomiting or 
diarrhea 
symptoms, under  

2-201.12(A)(2) 

1. Serving a non-HSP facility: 2-201.13 (A)(2)(a): 
Shall only work on a restricted basis 24 hours 
after symptoms resolve and remains restricted 
until meeting the requirements listed in No. 3.  

2.  Serving an HSP facility: 2-201.13(A)(2)(b): 
Remains excluded until meeting the 
requirements listed in No. 3.  

3.  Restriction or Exclusion remains until: 

Approval is obtained from the RA 2-201.13(D), 
and 

Medically cleared 2-201.13(D)(1), or  

More than 48 hours have passed since the food 
employee became asymptomatic 
2-201.13(D)(2) (also see Table 2).  

Yes to 
return to an 
HSP or to 
return 
unrestricted; 
not required 
to work on a 
restricted 
basis in a 
non-HSP 
facility 
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DIAGNOSIS 

EXCLUSION 
(FACILITIES 
SERVING AN 
HSP OR NOT 
SERVING AN 

HSP) 

REMOVING DIAGNOSED, SYMPTOMATIC FOOD 
EMPLOYEES FROM EXCLUSION 

RA 
APPROVAL 
NEEDED 

TO 
RETURN 

TO WORK? 

Shigella spp. EXCLUDE 

Based on 
vomiting or 
diarrhea 
symptoms, 
under  

2-201.12(A)(2) 

1. Serving a non-HSP facility: 2-201.13(A)(3)(a): 
Shall only work on a restricted basis 24 hours 
after symptoms resolve, and remains restricted 
until meeting the requirements listed in No. 3.  

2.  Serving an HSP facility: 2-201.13(A)(3)(b): 
Remains excluded until meeting the 
requirements in No. 3. 

3.  Restriction or Exclusion remains until: 

Approval is obtained from the RA 2-201.13(E), 
and 

Medically cleared 2-201.13(E)(1), or 

More than 7 calendar days have passed since the 
food employee became asymptomatic   2-
201.13(E)(2) (also see Table 2). 

Yes to 
return to an 
HSP or to 
return 
unrestricted; 
not required 
to work on a 
restricted 
basis in a 
non-HSP 
facility 

Key: Table 1b  

RA = Regulatory Authority 
STEC = Shiga toxin-producing Escherichia coli 
HAV = Hepatitis A virus 
HSP = Highly Susceptible Population 
NTS = Nontyphoidal Salmonella 
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2-201.12 Table 2: Summary of Requirements for Diagnosed Food 
Employees with Resolved Symptoms 

Food employees and conditional employees shall report a listed diagnosis 
immediately to the person in charge. 

The person in charge shall notify the RA when a food employee reports a listed diagnosis 

The person in charge shall prohibit a conditional employee who reports a listed diagnosis from 
becoming a food employee until meeting the criteria listed in section 2-201.13 of the Food Code, 
for reinstatement of a diagnosed food employee.  

 

Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 
(Facilities 
Serving an 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(Facilities Not 

Serving an 
HSP) 

Removing Diagnosed 
Food Employees with 
Resolved Symptoms 

from Exclusion or 
Restriction 

RA 
Approval 

Required to 
Return to 

Work? 

Typhoid fever 
(S. Typhi) 
including 
previous 
illness with S. 
Typhi (see 
2-201.11 

(A)(3)) 

EXCLUDE 

2-201.12(C) 
EXCLUDE 

2-201.12(C) 

When approval is obtained 
from the RA 2-201.13(C)(1), 
and:  

Food employee provides 
medical documentation that 
states the food employee is 
free of an S. Typhi infection 
2-201.13)(C)(2) (also see 
Table 1b).  

Yes 

Nontyphoidal 
Salmonella RESTRICT 

2-201.12(G) 
RESTRICT 

2-201.12(G) 

When approval is obtained 
from the RA 2-201.13(G), 
and:  

Food employee provides 
medical documentation, 
that states the food 
employee is free of a 
nontyphoidal Salmonella 
infection 2-201.13)(G)(1) 
or  

Food employee symptoms 
of vomiting or diarrhea 
resolved and >30 days 
have passed since the 
food employee became 
asymptomatic 
(2-201.13(G)(2)).  

Yes  

Shigella spp. 
EXCLUDE 

2-201.12(E)(1) 
RESTRICT 

2-201.12(E)(2) 
1. Serving a non-HSP 

facility: 
2-201.13(A)(3)(a): Shall 

Yes to return to 
an HSP or to 
return 
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Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 
(Facilities 
Serving an 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(Facilities Not 

Serving an 
HSP) 

Removing Diagnosed 
Food Employees with 
Resolved Symptoms 

from Exclusion or 
Restriction 

RA 
Approval 

Required to 
Return to 

Work? 

only work on a restricted 
basis 24 hours after 
symptoms resolve, and 
remains restricted until 
meeting the 
requirements listed in 
No. 3.  

2.  Serving an HSP facility: 
2-201.13(A)(3)(b): 
Remains excluded until 
meeting the 
requirements listed in 
No. 3.   

3.  Restriction or Exclusion 
remains until: 

Approval is obtained from 
the RA 2-201.13(E), 
and:  

Medically cleared 
2-201.13(E)(1), or  

More than 7 calendar days 
have passed since the 
food employee became 
asymptomatic 
201.13(E)(3)(a) (also 
see Table 1b).  

unrestricted; 
not required to 
work on a 
restricted basis 
in a non-HSP 
facility 

 

  

Norovirus 
EXCLUDE 

2-201.12(D)(1) 
RESTRICT 

2-201.12(D)(2) 

1. Serving a non-HSP 
facility: 
2-201.13(A)(2)(a): Shall 
only work on a restricted 
basis 24 hours after 
symptoms resolve and 
remains restricted until 
meeting the 
requirements listed in 
No. 3.  

2.  Serving an HSP facility: 
2-201.13(A)(2)(b): 
Remains excluded until 
meeting the 
requirements listed in 

Yes to return to 
an HSP or to 
return 
unrestricted; 
not required to 
work on a 
restricted basis 
in a non-HSP 
facility 
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Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 
(Facilities 
Serving an 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(Facilities Not 

Serving an 
HSP) 

Removing Diagnosed 
Food Employees with 
Resolved Symptoms 

from Exclusion or 
Restriction 

RA 
Approval 

Required to 
Return to 

Work? 

No. 3.   

3.  Restriction or Exclusion 
remains until: 

Approval is obtained from 
the RA 2-201.13(D), and  

Medically cleared 
2-201.13(D)(1), or  

More than 48 hours have 
passed since the food 
employee became 
asymptomatic 
2-201.13(D)(2) (also see 
Table 1b).  

STEC 
EXCLUDE 

2-201.12(F)(1) 

RESTRICT 

2-201.12(F)(2) 

1. Serving a non-HSP 
facility:    
2-201.13(A)(4)(a): Shall 
only work on a restricted 
basis 24 hours after 
symptoms resolve and 
remains restricted until 
meeting the  
requirements listed in 
No. 3.   

2. Serving an HSP facility: 
201.13(A)(4)(b): 
Remains excluded until 
meeting the    
requirements listed in 
No. 3.   

3.  Restriction or Exclusion 
remains until:  

Approval is obtained from 
the RA 2-201.13(F), and 

Medically cleared 
2-201.13(F)(1), or  

More than 7 calendar days 
have passed since the 
food employee became 
asymptomatic 
2-201.13(F)(2).  

Yes to return to 
an HSP or to 
return 
unrestricted; 
not required to 
work on a 
restricted basis 
in a non-HSP 
facility  
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Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 
(Facilities 
Serving an 

HSP) 

EXCLUSION 
OR 

RESTRICTION 
(Facilities Not 

Serving an 
HSP) 

Removing Diagnosed 
Food Employees with 
Resolved Symptoms 

from Exclusion or 
Restriction 

RA 
Approval 

Required to 
Return to 

Work? 

Hepatitis A 
virus EXCLUDE if 

within 14 days 
of any 
symptom, or 
within 7 days 
of jaundice 

2-201.12(B)(2) 

EXCLUDE if 
within 14 
days of any 
symptom, or 
within 7 days 
of jaundice 

2-201.12(B)(2) 

When approval is obtained 
from the RA 2-201.13(B), 
and:  

The food employee has 
been jaundiced for more 
than 7 calendar days 
2-201.13(B)(1), or  

The anicteric food 
employee has had 
symptoms for more than 
14 days 2-201.13(B)(2), 
or 

The food employee 
provides medical 
documentation 
2-201.13(B)(3) (see also 
Table 1b).  

Yes 

Key: Table 2  

RA = Regulatory Authority 
STEC = Shiga toxin-producing Escherichia coli 
HAV = Hepatitis A virus 
HSP = Highly Susceptible Population 
NTS = Nontyphoidal Salmonella 
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2-201.12 Table 3: Summary of Requirements for Diagnosed Food 
Employees Who Never Develop Gastrointestinal Symptoms 

Food employees and conditional employees shall report a listed diagnosis immediately 
to the person in charge 

The person in charge shall notify the RA when a food employee reports a listed diagnosis. 

The person in charge shall prohibit a conditional employee who reports a listed diagnosis from 
becoming a food employee until meeting the criteria listed in section 2-201.13 of the Food Code, 
for reinstatement of a diagnosed food employee. 
 

Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 

(Facilities 
Serving an 
HSP) 

EXCLUSION 
OR 

RESTRICTION 

(Facilities Not 
Serving an 
HSP) 

Removing Diagnosed Food 
Employees Who Never 
Develop Gastrointestinal 
Symptoms from Exclusion or 
Restriction 

RA Approval 
Required to 
Return to 
Work? 

Typhoid 
Fever 
(S. Typhi) 
including 
previous 
illness with 
S. Typhi 
(see 
2-201.11 
(A)(3)) 

EXCLUDE 

2-201.12(C) 

EXCLUDE 

2-201.12(C) 

When approval is obtained from the 
RA 2-201.13(C)(1), and:  

Food employee provides medical 
documentation, specifying that the 
food employee is free of a S. Typhi 
infection 2-201.13(C)(2). 

Yes 

Shigella 
spp. 

EXCLUDE 

2-201.12(E)(1) 

RESTRICT 

2-201.12(E)(2) 

Remains excluded or restricted until 
approval is obtained from the RA, 
and:  

• Medically cleared 2-
201.13(E)(1), or  

More than 7 calendar days have 
passed since the food 
employee was last diagnosed 
2-201.13(E)(3).  

Yes to return 
to an HSP or 
to return 
unrestricted; 
not required to 
work on a 
restricted 
basis in a non-
HSP facility 
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Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 

(Facilities 
Serving an 
HSP) 

EXCLUSION 
OR 

RESTRICTION 

(Facilities Not 
Serving an 
HSP) 

Removing Diagnosed Food 
Employees Who Never 
Develop Gastrointestinal 
Symptoms from Exclusion or 
Restriction 

RA Approval 
Required to 
Return to 
Work? 

Nontyphoidal 
Salmonella 

RESTRICT  

2-201.12(G) 

RESTRICT  

2-201.12(G) 

When approval is obtained from the 
RA 2-201.13(G), and:  

• Food employee provides 
medical documentation, that 
states the food employee is free 
of a nontyphoidal Salmonella 
infection 2-201.13)(G)(1) or  

• Food employee did not develop 
symptoms and >30 days have 
passed since the food 
employee was diagnosed (2-
201.13(G)(3)).  

Yes 

Norovirus EXCLUDE 

2-201.12(D)(1) 

RESTRICT  

2-201.12(D)(2) 

Remains excluded or restricted until 
approval is obtained from the RA 
2-201.13(D), and  

• Medically cleared 2-
201.13(D)(1), or  

• More than 48 hours have 
passed since the food 
employee was diagnosed 2-
201.13(D)(3).  

Yes to return 
to an HSP or 
to return 
unrestricted; 
Not required 
to work on a 
restricted 
basis in a non-
HSP facility 

STEC EXCLUDE 

2-201.12(F)(1) 

RESTRICT 

2-201.12(F)(2) 

Remains excluded or restricted until 
approval is obtained from the RA 
2-201.13(F), and:  

Medically cleared 2-201.13(F)(1), 
or  

More than 7 calendar days have 
passed since the food employee 
was diagnosed 2-201.13(F)(3).  

Yes to return 
to HSP or to 
return 
unrestricted; 
Not required 
to work on a 
restricted 
basis in a non-
HSP facility 
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Pathogen 
Diagnosis 

EXCLUSION 
OR 

RESTRICTION 

(Facilities 
Serving an 
HSP) 

EXCLUSION 
OR 

RESTRICTION 

(Facilities Not 
Serving an 
HSP) 

Removing Diagnosed Food 
Employees Who Never 
Develop Gastrointestinal 
Symptoms from Exclusion or 
Restriction 

RA Approval 
Required to 
Return to 
Work? 

Hepatitis A 
virus 

EXCLUDE 

2-201.12(B)(3) 

EXCLUDE 

2-201.12(B)(3) 

When approval is obtained from the 
RA 2-201.13(B), and  

• The anicteric food employee 
has had symptoms for more 
than 14 days 2-201.13(B)(2), or 

• The food employee provides 
medical documentation 
2-201.13(B)(3).  

Yes 

 
RA = Regulatory Authority 
STEC = Shiga toxin-producing Escherichia coli 
HAV = Hepatitis A virus 
HSP = Highly Susceptible Population 
NTS = Nontyphoidal Salmonella 
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2-201.12 Table 4: History of Exposure, and Absent Symptoms or 
Diagnosis 

Food employees and conditional employees shall report a listed exposure to the 
person in charge 

The person in charge shall prohibit a conditional employee who reports a listed exposure from 
becoming a food employee in a facility serving an HSP until meeting the criteria listed in section 
2-201.13 of the Food Code, for reinstatement of an exposed food employee 

The person in charge shall reinforce and ensure compliance with good hygienic 
practices, symptom reporting requirements, proper handwashing and no BHC with RTE 
foods for all food employees that report a listed exposure. 

PATHOGEN 
DIAGNOSIS 

EXCLUSION 
OR 

RESTRICTION 

(FACILITIES 
SERVING AN 

HSP) 

FACILITIES NOT 
SERVING AN HSP 

WHEN CAN THE 
RESTRICTED FOOD 

EMPLOYEE RETURN TO 
WORK? 

RA 
APPROVAL 
NEEDED? 

Typhoid 
Fever 
(S. Typhi) 

RESTRICT 

2-201.12(I) 

Educate food employee 
on symptoms to watch 
for and ensure 
compliance with GHP, 
handwashing and no 
BHC with RTE foods. 

2-201.13(I)(3) 

When 14 calendar days have 
passed since the last exposure, 
or more than 14 days has 
passed since the food 
employee’s household contact 
became asymptomatic. 

No 

Shigella 
spp. 

RESTRICT 

2-201.12(I) 
Educate food employee 
on symptoms to watch 
for and ensure 
compliance with GHP, 
handwashing and no 
BHC with RTE foods. 

2-201.13(I)(2) 

When more than 3 calendar 
days have passed since the last 
exposure, or more than 3 days 
have passed since the food 
employee’s household contact 
became asymptomatic.  

No 

Norovirus RESTRICT 

2-201.12(I) 

Educate food employee 
on symptoms to watch 
for and ensure 
compliance with GHP, 
handwashing and no 
BHC with RTE foods. 

2-201.13(I)(1) 

When more than 48 hours have 
passed since the last exposure, 
or more than 48 hours has 
passed since the food 
employee’s household contact 
became asymptomatic.  

No 

STEC RESTRICT 

2-201.12(I) 

Educate food employee 
on symptoms to watch 
for and ensure 
compliance with GHP, 

2-201.13(I)(2) 

When more than 3 calendar 
days have passed since the last 

No 
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PATHOGEN 
DIAGNOSIS 

EXCLUSION 
OR 

RESTRICTION 

(FACILITIES 
SERVING AN 

HSP) 

FACILITIES NOT 
SERVING AN HSP 

WHEN CAN THE 
RESTRICTED FOOD 

EMPLOYEE RETURN TO 
WORK? 

RA 
APPROVAL 
NEEDED? 

handwashing and no 
BHC with RTE foods. 

exposure, or more than 3 
calendar days has passed 
since the food employee’s 
household contact became 
asymptomatic.  

Hepatitis A 
virus 

RESTRICT 

2-201.12(I) 

Educate food employee 
on symptoms to watch 
for and ensure 
compliance with GHP, 
handwashing and no 
BHC with RTE foods. 

2-201.13(I)(2) 

When any of the following 
conditions is met: 

• The food employee is 
immune to HAV 
infection because of a 
prior illness from HAV, 
vaccination against 
HAV, or IgG 
administration; or 

• More than 30 calendar 
days have passed 
since the last 
exposure, or since the 
food employee’s 
household contact 
became jaundiced; or 

• The food employee 
does not use an 
alternative procedure 
that allows BHC with 
RTE food until at least 
30 days after the 
potential exposure, 
and the employee 
receives additional 
training.  

No 

 

 

 

 

 

(continued) 

Key: Table 4 

HSP = Highly Susceptible Population 
BHC = Bare Hand Contact 
RTE = Ready-To-Eat 
GHP = Good Manufacturing Practices 
STEC = Shiga toxin-producing Escherichia coli 
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2-201.12  Exclusion and Restrictions (continued)4 

Restrictions and exclusions vary according to the population served because highly 
susceptible populations have increased vulnerability to foodborne illness. For example, 
foodborne illness in a healthy individual may be manifested by mild flu-like symptoms. 
The same foodborne illness may have serious medical consequences in 
immunocompromised individuals. This point is reinforced by statistics pertaining to 
deaths associated with foodborne illness caused by Salmonella Enteritidis. Over 70% 
of the deaths in outbreaks attributed to this organism occurred among individuals who 
for one reason or another were immunocompromised. This is why the restrictions and 
exclusions listed in the Code are especially stringent for food employees serving highly 
susceptible populations.  

Periodic testing of food employees for the presence of diseases transmissible through 
food is not cost effective or reliable. Therefore, restriction and exclusion provisions are 
triggered by the active gastrointestinal symptoms, followed by diagnosis and history of 
exposure.  

The history of exposure that must be reported applies to Norovirus, Hepatitis A, Shigella 
spp., STEC and Salmonella Typhi. It does not include nontyphoidal Salmonella.  

Upon being notified of the history of exposure, the person in charge should immediately:  

1. Discuss the traditional modes of transmission of fecal-oral route 
pathogens.  

2. Advise the food employee to observe good hygienic practices both at 
home and at work. This includes a discussion of proper handwashing, as 
described in the Code, after going to the bathroom, changing diapers, or 
handling stool-soiled material.  

3. Review the symptoms listed in the Code that require immediate exclusion 
from the food establishment.  

4. Remind food employees of their responsibility as specified in the Code to 
inform the person in charge immediately upon the onset of any of the 
symptoms listed in the Code. 

 
 
4In order to comply with Title I of the Americans with Disabilities Act, an exclusion must also be removed if the 
employee is entitled to a reasonable accommodation that would eliminate the risk of transmitting the disease. 
Reasonable accommodation may include reassignment to another position in which the individual would not work 
around food. The steps an employer must take when an excluded employee requests reasonable accommodation 
are briefly described in Annex 3, § 2-201.11. However, it is not possible to explain all relevant aspects of the ADA 
within this Annex. When faced with an apparent conflict between the ADA and the Food Code’s exclusion and 
restriction requirements, employers should contact the U.S. Equal Employment Opportunity Commission.  
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5. Ensure that the food employee stops work immediately if any of the 
symptoms described in the Code develop and reports to the person in 
charge.   

A restricted food employee may work in an area of the food establishment that houses 
packaged food, wrapped single-service or single-use articles, or soiled food equipment 
or utensils. Examples of activities that a restricted person might do include working at 
the cash register, seating patrons, bussing tables, stocking canned or other packaged 
foods, or working in a non-food cleaning or maintenance capacity consistent with the 
criteria in the definition of the term “restricted.” A food employee who is restricted from 
working in one food establishment may not work in an unrestricted capacity in another 
food establishment, but could work unrestricted in another retail store that is not a food 
establishment. A restricted food employee may enter a food establishment as a 
consumer.  

An excluded individual may not work as a food employee on the premises of any food 
establishment.  

2-201.13   Removal of Exclusions and Restrictions.5 

Food employees diagnosed with Norovirus, hepatitis A virus, Shigella spp., E. coli 
O157:H7 or other STEC, nontyphoidal Salmonella and symptomatic with diarrhea, 
vomiting, or jaundice, are excluded under subparagraph 2-201.12 (A)(2) or 2-
201.12(B)(2). However these symptomatic, diagnosed food employees differ from 
symptomatic, undiagnosed food employees in the requirements that must be met before 
returning to work in a full capacity after symptoms resolve.   

The person in charge may allow undiagnosed food employees who are initially 
symptomatic and whose symptoms have resolved to return to work in a full capacity 
24 hours after symptoms resolve.  

However, diagnosis with a listed pathogen invokes additional requirements before the 
person in charge may allow diagnosed food employees to return to work in full capacity.  

Asymptomatic food employees diagnosed with Norovirus, Shigella spp., E. coli 
O157:H7 or other STEC may not return to work in a full capacity for at least 24 hours 
after symptoms resolve. The person in charge shall only allow these food employees to 
work on a restricted basis 24 hours after symptoms resolve and they shall only allow 

 
 
5In order to comply with Title I of the Americans with Disabilities Act, an exclusion must also be removed if the 
employee is entitled to a reasonable accommodation that would eliminate the risk of transmitting the disease. 
Reasonable accommodation may include reassignment to another position in which the individual would not work 
around food. The steps an employer must take when an excluded employee requests reasonable accommodation 
are briefly described in Annex 3, § 2-201.11. However, it is not possible to explain all relevant aspects of the ADA 
within this Annex. When faced with an apparent conflict between the ADA and the Food Code’s exclusion and 
restriction requirements, employers should contact the U.S. Equal Employment Opportunity Commission.  
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this if not in a food establishment that serves a highly susceptible population. These 
restricted food employees remain restricted until they are medically cleared or otherwise 
meet the criteria for removal from restriction as specified under subparagraphs 
2-201.13(D) (1)-(2); 2-201.13(E)(1)-(2); or 2-201.13(F)(1)-(2).   

In a food establishment that serves a highly susceptible population, food employees 
who are diagnosed with Norovirus, Shigella spp., E. coli O157:H7 or other STEC and 
initially symptomatic with vomiting or diarrhea, shall not work on a restricted basis after 
being asymptomatic for at least 24 hours. These food employees must remain excluded 
until they are medically cleared or otherwise meet the criteria for removal from exclusion 
from a highly susceptible population under subparagraph 2-201.13(D)(1)-(2), 
2-201.13(E)(1)-(2), or 2-201.13 (F)(1)-(2).  

Food employees diagnosed with hepatitis A virus are always excluded if diagnosed 
within 14 days of exhibiting any illness symptom, until at least 7 days after the onset of 
jaundice, or until medically cleared as specified under subparagraphs 
2-201.13(B)(1)-(4).  

Food employees diagnosed with hepatitis A virus are always excluded if diagnosed 
within 14 days of exhibiting any illness symptom, until at least 7 days after the onset of 
jaundice, or until medically cleared as specified under subparagraphs 
2-201.13(B)(1)-(3). A food employee with an anicteric infection with the hepatitis A virus 
has a mild form of hepatitis A without jaundice. Food employees diagnosed with an 
anicteric infection with the hepatitis A virus are excluded if they are within 14 days of 
any symptoms. Anicteric, diagnosed food employees shall be removed from exclusion if 
more than 14 days have passed since they became symptomatic, or if medically 
cleared. Asymptomatic food employees diagnosed with an active infection with the 
hepatitis A virus are also excluded until medically cleared. 

Food employees diagnosed with typhoid fever (caused by a Salmonella Typhi 
infection) are always excluded, even without expressing gastrointestinal symptoms, 
since these symptoms are not typically exhibited with typhoid fever. Outbreaks of 
foodborne illness involving typhoid fever (Salmonella Typhi) have been traced to 
asymptomatic food employees who have transmitted the pathogen to food, causing 
illness. The high virulence combined with the extremely high infectivity of S. Typhi 
warrant exclusion from the food establishment until the food employee has been cleared 
by a physician or has completed antibiotic therapy.  

Asymptomatic shedders are food employees who do not exhibit the symptoms of 
foodborne illness but who are identified through diagnosis, or laboratory confirmation of 
their stools to have Norovirus, or any one of the four bacterial pathogens identified in 
Chapter 2 in their gastrointestinal system. 

The risk that food employees who are asymptomatic shedders will transmit a 
communicable disease varies depending upon the hygienic habits of the worker, the 
food itself and how it is prepared, the susceptibility of the population served, and the 
infectivity of the organism. Exclusion in a food establishment that serves a highly 
susceptible population affords protection to people who are immune-suppressed. 
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Restriction in a food establishment that does not serve a highly susceptible population 
affords protection for the general population and the immune-suppressed subset of the 
general population provided there is adequate attention to personal hygiene and 
avoidance of bare-hand contact with RTE foods.   

To minimize the risk in all food establishments of the transmission of foodborne disease 
by an asymptomatic shedder and based on the factors listed above, all known 
asymptomatic shedders of the four bacterial pathogens are either restricted or excluded, 
depending on the population served. Requiring restriction for asymptomatic shedders of 
all three of the bacterial pathogens results in a uniform criterion and is consistent with 
APHA-published recommendations in the "Control of Communicable Diseases Manual."  

Hands and arms   

2-301.11   Clean Condition.  

The hands are particularly important in transmitting foodborne pathogens. Food 
employees with dirty hands and/or fingernails may contaminate the food being 
prepared. Therefore, any activity which may contaminate the hands must be followed by 
thorough handwashing in accordance with the procedures outlined in the Code.  

Even seemingly healthy employees may serve as reservoirs for pathogenic 
microorganisms that are transmissible through food. Staphylococci, for example, can be 
found on the skin and in the mouth, throat, and nose of many employees. The hands of 
employees can be contaminated by touching their nose or other body parts. 

2-301.12   Cleaning Procedure. 

Handwashing is a critical factor in reducing fecal-oral pathogens that can be transmitted 
from hands to RTE food as well as other pathogens that can be transmitted from 
environmental sources. Many employees fail to wash their hands as often as necessary 
and even those who do may use flawed techniques.  

In the case of a food worker with one hand or a hand-like prosthesis, the Equal 
Employment Opportunity Commission has agreed that this requirement for thorough 
handwashing can be met through reasonable accommodation in accordance with the 
Americans with Disabilities Act. Devices are available which can be attached to a 
lavatory to enable the food worker with one hand to adequately generate the necessary 
friction to achieve the intent of this requirement.  

The greatest concentration of microbes exists around and under the fingernails of the 
hands. The area under the fingernails, known as the “subungal space”, has by far the 
largest concentration of microbes on the hand and this is also the most difficult area of 
the hand to decontaminate. Fingernail brushes, if used properly, have been found to be 
effective tools in decontaminating this area of the hand. Proper use of single-use 
fingernail brushes, or designated individual fingernail brushes for each employee, during 
the handwashing procedure can achieve up to a 5-log reduction in microorganisms on 
the hands.  
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There are two different types of microbes on the hands, transient and resident 
microbes. Transient microbes consist of contaminating pathogens which are loosely 
attached to the skin surface and do not survive or multiply. A moderate number of these 
organisms can be removed with adequate handwashing. Resident microbes consist of a 
relatively stable population that survive and multiply on the skin and they are not easily 
washed off the hands. Resident microbes on the hands are usually not a concern for 
potential contamination in food service.  

All aspects of proper handwashing are important in reducing microbial transients on the 
hands. However, friction and water have been found to play the most important role. 
This is why the amount of time spent scrubbing the hands is critical in proper 
handwashing.  It takes more than just the use of soap and running water to remove the 
transient pathogens that may be present.  It is the abrasive action obtained by 
vigorously rubbing the surfaces being cleaned that loosens the transient 
microorganisms on the hands.  

Research has shown a minimum 10-15 second scrub is necessary to remove transient 
pathogens from the hands and when an antimicrobial soap is used, a minimum of 15 
seconds is required. Soap is important for the surfactant effect in removing soil from the 
hands and a warm water temperature is important in achieving the maximum surfactant 
effect of the soap.  

Every stage in handwashing is equally important and has an additive effect in transient 
microbial reduction. Therefore, effective handwashing must include scrubbing, rinsing, 
and drying the hands. When done properly, each stage of handwashing further 
decreases the transient microbial load on the hands. It is equally important to avoid 
recontaminating hands by avoiding direct hand contact with heavily contaminated 
environmental sources, such as manually operated handwashing sink faucets, paper 
towel dispensers, and rest room door handles after the handwashing procedure. This 
can be accomplished by obtaining a paper towel from its dispenser before the 
handwashing procedure, then, after handwashing, using the paper towel to operate the 
hand sink faucet handles and restroom door handles.  

Handwashing done properly can result in a 2-3 log reduction in transient bacteria and a 
2-log reduction in transient viruses and protozoa. With heavy contamination of transient 
microbial pathogens, (i.e., > 104 microbes, as found on hands contaminated with bodily 
wastes and infected bodily fluids) handwashing may be ineffective in completely 
decontaminating the hands. Therefore, a further intervention such as a barrier between 
hands and ready-to-eat food is necessary.  

2-301.13   Special Handwash Procedures. 

This section is reserved.  

In earlier editions of the Code, FDA's model contained a provision for a Special 
Procedure in certain situations. Pursuant to a 1996 Conference for Food Protection 
(CFP) Recommendation, the text of this Code provision is removed and the section is 
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reserved. It is FDA's intent to further research the matter and to submit the findings to 
the CFP for reconsideration of the matter.  

2-301.14   When to Wash.  

The hands may become contaminated when the food employee engages in specific 
activities. The increased risk of contamination requires handwashing immediately 
before, during, or after the activities listed. The specific examples listed in this Code 
section are not intended to be all inclusive. The term “tobacco products” was added to 
the 2022 Full Edition of the Food Code to address and include vaping and similar 
activities as another example of when to wash (refer to §1-201.10 public health reasons 
under defined term “tobacoo products” for specific information). Employees must wash 
their hands after any activity which may result in contamination of the hands. 

2-301.15  Where to Wash. 

Effective handwashing is essential for minimizing the likelihood of the hands becoming 
a vehicle of cross contamination. It is important that handwashing be done only at a 
properly equipped handwashing facility in order to help ensure that food employees 
effectively clean their hands. Handwashing sinks are to be conveniently located, always 
accessible for handwashing, maintained so they provide proper water temperatures and 
pressure, and equipped with suitable hand cleansers, nail brushes, and disposable 
towels and waste containers, or hand dryers. It is inappropriate to wash hands in a food 
preparation sink since this may result in avoidable contamination of the sink and the 
food prepared therein. Service sinks may not be used for food employee handwashing 
since this practice may introduce additional hand contaminants because these sinks 
may be used for the disposal of mop water, toxic chemicals, and a variety of other liquid 
wastes. Such wastes may contain pathogens from cleaning the floors of food 
preparation areas and toilet rooms and discharges from ill persons. 

2-301.16   Hand Antiseptics.  

In the 2005 Food Code, the use of the term “hand sanitizer” was replaced by the term 
“hand antiseptic” to eliminate confusion with the term “sanitizer,” a defined term in the 
Food Code, and to more closely reflect the terminology used in the FDA Tentative Final 
Monograph for Health-Care Antiseptic Drug Products for OTC Human Use, Federal 
Register: June 17, 1994.  

The term “sanitizer” is typically used to describe control of bacterial contamination of 
inert objects or articles, or equipment and utensils, and other cleaned food-contact 
surfaces. The Food Code definition of “sanitizer” requires a minimum microbial 
reduction of 5 logs, which is equal to a 99.999% reduction. The FDA bases the 5-log 
reduction on the AOAC International’s “Official Methods of Analysis 2003,” which 
requires a minimum 5-log reduction in microorganisms to achieve “sanitization.”  

Sanitizers used to disinfect food-contact equipment and utensils can easily achieve the 
5-log reduction of microorganisms and often far exceed this minimum requirement. 
However, removing microorganisms from human skin is a totally different process and 



FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 64 

sterilization of human skin is nearly impossible to achieve without damaging the skin.  
Many antimicrobial hand agents typically achieve a much smaller reduction in 
microorganisms than the 5-log reduction required for “sanitization.” Therefore, the effect 
achieved from using antimicrobial hand agents is not consistent with the definition of 
“sanitization” in the Food Code.  

The word “antiseptic” is a Greek term, meaning “against putrefaction”, and eventually 
evolved into a second definition, meaning, “a substance used to destroy pathogenic 
microorganisms.” The term “antiseptic” is often used to describe agents used on skin to 
prevent infection of the skin.  

“Antiseptic” is defined under section 201 (o) of the Federal Food, Drug, and Cosmetic 
Act (the act) (21 U.S.C. 321 (o)), as: “The representation of a drug, in its labeling, as an 
antiseptic shall be considered to be a representation of a germicide, except in the case 
of a drug purporting to be, or represented as, an antiseptic for inhibitory use as a wet 
dressing, ointment, dusting powder, or such other use as involves prolonged contact 
with the body.”  

Section 333.403 of the FDA Tentative Final Monograph for Health-Care Antiseptic Drug 
Products for OTC Human Use, Federal Register: June 17, 1994, defines a “health-care 
antiseptic” as an antiseptic-containing drug product applied topically to the skin to help 
prevent infection or to help prevent cross contamination. An “antiseptic handwash” or 
“health-care personnel handwash drug product” is defined in Section 333.403 of the 
Monograph as an antiseptic containing preparation designed for frequent use; it reduces 
the number of transient microorganisms on intact skin to an initial baseline level after 
adequate washing, rinsing, and drying; it is a broad spectrum, and persistent antiseptic 
containing preparation that significantly reduces the number of microorganisms on intact 
skin.  

Replacing the term “hand sanitizer” with the term “hand antiseptic” allows the use of a 
more scientifically appropriate term that is used to describe reduction of microorganisms 
on the skin and will improve clarification and regulation of these products.  

The provisions of § 2-301.16 are intended to ensure that an antimicrobial product 
applied to the hands is 1) safe and effective when applied to human skin, and 2) a safe 
food additive when applied to bare hands that will come into direct contact with food. 
Because of the need to protect workers and to ensure safe food, hand antiseptics must 
comply with both the human drug and the food safety provisions of the law. The 
prohibition against bare hand contact contained in ¶ 3-301.11(B) applies only to an 
exposed ready-to-eat food.  

As a Drug Product 

There are two means by which a hand antiseptic is considered to be safe and effective 
when applied to human skin:  

1. A hand antiseptic may be approved by FDA under a new drug application 
based on data showing safety and effectiveness and may be listed in the 
publication Approved Drug Products with Therapeutic Equivalence 



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm
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As a Food Additive 

To be subject to regulation under the food additive provisions of the Federal Food, 
Drug, and Cosmetic Act, the substances in a hand antiseptic must reasonably be 
expected to become a component of food based upon the product’s intended use.  

Where the substances in a hand antiseptic are reasonably expected to become a 
component of food based upon the product’s intended use, circumstances under which 
those substances may be legally used include the following:  

1. The intended use of a substance may be exempted from regulation as a food 
additive under 21 CFR 170.39 Threshold of regulation for substances used in 
food-contact articles. A review by FDA’s Center for Food Safety and Applied 
Nutrition is required in order to determine whether such an exemption can be 
granted.  

2. The intended use of a substance, including substances that contact food such as 
those in hand antiseptics, may be “generally recognized as safe (GRAS)” within 
the meaning of the FFDCA. A partial listing of substances with food uses that are 
generally recognized as safe may be found in CFR Parts 182, 184, and 186. 
These lists are not exhaustive because the FFDCA allows for independent GRAS 
determinations.  
 
For the use of a substance to be GRAS within the meaning of the FFDCA, there 
must be publicly available data that demonstrate that the substance is safe for its 
intended use. There also must be a basis to conclude that there is a consensus 
among qualified experts that these publicly available data establish safety. If the 
use of a substance in food is GRAS, it is not subject to premarket review by FDA. 
While there is no legal requirement to notify FDA of an independent GRAS 
determination, a number of firms have chosen to do so with the expectation of 
receiving a response letter from FDA (see FDA’s Inventory of GRAS Notices at 
(http://www.fda.gov/Food/FoodIngredientsPackaging/GenerallyRecognizedasSaf
eGRAS/GRASListings/default.htm). Although such a letter does not affirm the 
independent GRAS determination, it is an opportunity for the firm to receive 
comment from FDA regarding the materials supporting its determination.  

3. The intended use of a substance may be the subject of a prior sanction, which is 
an explicit approval by the FDA or the United States Department of Agriculture 
(USDA) prior to September 6, 1958. All known prior sanctions are published 
under 21 CFR Part 181.  

4. A substance may be the subject of a Food Contact Substance Notification that 
became effective in accordance with the FFDCA Section 409 (h). Substances 
that are the subject of an effective food-contact substance notification are listed, 
along with conditions of safe use, in the FDA Inventory of Effective Food Contact 
Substance (FCS) Notifications. This list is available on-line at: Inventory of 
Effective Food Contact Substance (FCS) Notifications 
(http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFC

http://www.fda.gov/Food/FoodIngredientsPackaging/GenerallyRecognizedasSafeGRAS/GRASListings/default.htm)
http://www.fda.gov/Food/FoodIngredientsPackaging/GenerallyRecognizedasSafeGRAS/GRASListings/default.htm)
http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFCS/ucm116567.htm
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S/ucm116567.htm). A food-contact substance that is the subject of an effective 
notification submitted under FFDCA 409(h) does not include similar or identical 
substances manufactured or prepared by any person other than the 
manufacturer identified in that notification. 

The Division of Food Contact Substance Notifications does not certify or provide 
approvals for specific products. However, if the intended use of a substance in contact 
with food meets the requirements of 21 CFR 170.39 Threshold of regulation for 
substances used in food-contact articles, FDA may provide a letter to a firm stating that 
the intended use of this product is exempt from regulation as a food additive. However, 
the product must be the subject of a new drug application or under FDA’s OTC Drug 
Review to be legally marketed.  

Questions regarding the regulatory status of substances in hand antiseptics as food 
additives may be directed to the Division of Food Contact Substance Notifications, HFS-
275, 5100 Paint Branch Parkway, College Park, MD 20740. It may be helpful or 
necessary to provide label/promotional information when inquiring about a specific 
substance.   

Fingernails 

2-302.11   Maintenance. 

The requirement for fingernails to be trimmed, filed, and maintained is designed to 
address both the cleanability of areas beneath the fingernails and the possibility that 
fingernails or pieces of the fingernails may end up in the food due to breakage. Failure 
to remove fecal material from beneath the fingernails after defecation can be a major 
source of pathogenic organisms. Ragged fingernails present cleanability concerns and 
may harbor pathogenic organisms. 

Jewelry  

2-303.11  Prohibition. 

Items of jewelry such as rings, bracelets, and watches may collect soil and the 
construction of the jewelry may hinder routine cleaning.  As a result, the jewelry may act 
as a reservoir of pathogenic organisms transmissible through food.  

The term “jewelry” generally refers to the ornaments worn for personal adornment and 
medical alert bracelets do not fit this definition. However, the wearing of such bracelets 
carries the same potential for transmitting disease-causing organisms to food. If a food 
worker wears a medical alert or medical information bracelet, the conflict between this 
need and the Food Code’s requirements can be resolved through reasonable 
accommodation in accordance with the Americans with Disabilities Act. The person in 
charge should discuss the Food Code requirement with the employee and together they 
can work out an acceptable alternative to a bracelet. For example, the medical alert 
information could be worn in the form of a necklace or anklet to provide the necessary 
medical information without posing a risk to food. Alternatives to medical alert bracelets 

http://www.fda.gov/Food/FoodIngredientsPackaging/FoodContactSubstancesFCS/ucm116567.htm
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are available through a number of different companies (e.g., an internet search using 
the term “medical alert jewelry” leads to numerous suppliers).  

An additional hazard associated with jewelry is the possibility that pieces of the item or 
the whole item itself may fall into the food being prepared. Hard foreign objects in food 
may cause medical problems for consumers, such as chipped and/or broken teeth and 
internal cuts and lesions.  

Outer Clothing  

2-304.11   Clean Condition. 

Dirty clothing may harbor diseases that are transmissible through food. Food employees 
who inadvertently touch their dirty clothing may contaminate their hands. This could 
result in contamination of the food being prepared. Food may also be contaminated 
through direct contact with dirty clothing. In addition, employees wearing dirty clothes 
send a negative message to consumers about the level of sanitation in the 
establishment.  

Food contamination prevention 

2-401.11   Eating, Drinking, or Using Tobacco Products. 

Proper hygienic practices must be followed by food employees in performing assigned 
duties to ensure the safety of the food, prevent the introduction of foreign objects into 
the food, and minimize the possibility of transmitting disease through food. Smoking or 
eating by employees in food preparation areas is prohibited because of the potential 
that the hands, food, and food-contact surfaces may become contaminated. Insanitary 
personal practices such as scratching the head, placing the fingers in or about the 
mouth or nose, and indiscriminate and uncovered sneezing or coughing may result in 
food contamination. Poor hygienic practices by employees may also adversely affect 
consumer confidence in the establishment. 

Food preparation areas such as hot grills may have elevated temperatures and the 
excessive heat in these areas may present a medical risk to the workers as a result of 
dehydration. Consequently, in these areas food employees are allowed to drink from 
closed containers that are carefully handled. 

2-401.12   Discharges from the Eyes, Nose, and Mouth. 

Discharges from the eyes, nose, or mouth through persistent sneezing or coughing by 
food employees can directly contaminate exposed food, equipment, utensils, linens, and 
single-service and single-use articles.  When these poor hygienic practices cannot be 
controlled, the employee must be assigned to duties that minimize the potential for 
contaminating food and surrounding surfaces and objects. 

2-401.13 Use of Bandages, Finger Cots, or Finger Stalls. 
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Bandages, finger cots or finger stalls represent a potential physical hazard when worn 
by a food employee during food preparation. This hazard presents the risk of food 
products being directly contaminated by the introduction of a foreign object. The risk can 
be minimized through the use of a single-use glove to cover a bandage, finger cot or 
finger stall used on the wrist, hand or finger. 

Hair restraints   

2-402.11  Effectiveness. 

Consumers are particularly sensitive to food contaminated by hair. Hair can be both a 
direct and indirect vehicle of contamination. Food employees may contaminate their 
hands when they touch their hair. A hair restraint keeps dislodged hair from ending up in 
the food and may deter employees from touching their hair. 

Animals    

2-403.11  Handling Prohibition. 

Dogs and other animals, like humans, may harbor pathogens that are transmissible 
through food. Handling or caring for animals that may be legally present is prohibited 
because of the risk of contamination of food employee hands and clothing.  

2-501.11  Clean-up of Vomiting and Diarrheal Events. 

When an employee, customer, or other individual vomits or has a diarrheal event in a 
food establishment, there is a real potential for the spread of harmful pathogens in the 
establishment. Putting the proper response into action in a timely manner can help 
reduce the likelihood that food may become contaminated and that others may become 
ill as a result of the accident. 

According to the CDC, Norovirus is the leading cause of foodborne disease outbreaks in 
the United States. More specifically, Noroviruses are the most common cause of 
sporadic cases and outbreaks of acute gastroenteritis. Norovirus is the most common 
cause of gastroenteritis in people of all ages and it is responsible for greater than 50% 
of all foodborne gastroenteritis outbreaks.  CDC estimates that 21 million cases of acute 
gastroenteritis are due to Norovirus infection.  

Noroviruses can be highly contagious, and it is thought that an inoculum of as few as 
10-18 viral particles may be sufficient to infect an individual. Transmission occurs via 
foodborne and person-to-person routes, airborne inhalation of vomitus droplets, and 
also through contact with contaminated environmental surfaces. Good evidence exists 
for transmission due to aerosolization of vomitus that presumably results in droplets 
contaminating surfaces or entering the oral mucosa and being swallowed.  

In addition, the potential transmission level of Norovirus shed in the feces at levels up to 
1 trillion viral particles per gram of feces and one projectile vomiting incident can 
contaminate the environment with 300,000 viral particles. One study found that 
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employees who reported having cleaned up vomitus were more likely to contract illness 
that those who did not.  

Norovirus causes acute onset of vomiting (often explosive) and diarrhea (also often 
explosive) which can contaminate surfaces and become airborne increasing the 
chances of additional infections. A recent study has also shown that the bathroom 
environment was identified as a major reservoir of human Norovirus, even in the 
absence of an ill individual on site. Studies have shown that Norovirus can survive on 
fomite surfaces for up to at least 5 days at room temperature and that routine cleaning, 
without a disinfectant specifically to address Norovirus, may be ineffective in eliminating 
its presence on fomite surfaces and can even serve as a means of spreading the virus 
to other fomites.  

Effective clean up of vomitus and fecal matter in a food establishment should be 
handled differently from routine cleaning procedures. It should involve a more stringent 
cleaning and disinfecting process. Some compounds that are routinely used for 
sanitizing food-contact surfaces and disinfecting countertops and floors, such as certain 
quaternary ammonium compounds, may not be effective against Norovirus. It is 
therefore important that food establishments have procedures for the cleaning and 
disinfection of vomitus and/or diarrheal contamination events that address, among other 
items, the use of proper disinfectants at the proper concentration. 

Consumers are at risk of contracting Norovirus illness from direct exposure to vomitus 
or from exposure to airborne Norovirus from vomitus. Additionally, exposed food 
employees are also at risk of contracting Norovirus illness and can subsequently 
transfer the virus to ready-to-eat food items served to consumers. 

The Food Code specifies that the Person in Charge is to exclude or restrict a food 
employee who exhibits, or reports a symptom, or who reports a diagnosed illness or a 
history of exposure to Norovirus. A clean-up and response plan is intended to address 
situations where a food employee or other individual becomes physically ill in areas 
where food may be prepared, stored or served. Once such an episode has occurred, 
timely effective clean-up is imperative. Key to achieving an appropriate, timely response 
by food employees is the availability and access to a written plan upon which to refer to 
for reference. 

When developing a written plan that addresses the need for the cleaning and 
disinfection of a vomitus and/or diarrheal contamination event, a food establishment 
should consider: 

• The procedures for containment and removal of any discharges, including 
airborne particulates; 

• The procedure for cleaning, sanitizing, and, as necessary, the disinfection of any 
surfaces that may have become contaminated; 

• The procedures for the evaluation and disposal of any food that may have been 
exposed to discharges; 

• The availability of effective disinfectants, such as EPA registered disinfection 
products sufficient to inactivate norovirus, personal protective equipment, and 
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other cleaning and disinfecting equipment and appurtenances intended for 
response and their proper use; 

• Procedures for the disposal and/or cleaning and disinfection of tools and 
equipment used to clean up vomitus or fecal matter; 

• The circumstances under which a food employee is to wear personal protective 
equipment for cleaning and disinfecting of a contaminated area; 

• Notification to food employees on the proper use of personal protective 
equipment and procedures to follow in containing, cleaning, and disinfecting a 
contaminated area;  

• The segregation of areas that may have been contaminated so as to minimize 
the unnecessary exposure of employees, customers and others in the facility to 
the discharges or to surfaces or food that may have become contaminated; 

• Minimizing risk of disease transmission through the exclusion and restriction of ill 
employees as specified in §2-201.12 of the Food Code; 

• Minimizing risk of disease transmission through the prompt removal of ill 
customers and others from areas of food preparation, service and storage; and  

• The conditions under which the plan will be implemented. 

When a food employee has been diagnosed, has recent history or exposure to, or is the 
suspect source of a confirmed disease outbreak of Norovirus, it must be reported to the 
person in charge per the FDA Food Code in subparagraphs 2-201.11 (A)(2)(a),    2-
201.11(A)(4)(a), 2-201.11(A)(5)(a), and ¶2-201.11(B). If a food employee has been 
diagnosed with Norovirus it must also be reported to the regulatory authority. Refer to 
public health reasons for §2-201.11 Responsibility of the Person in Charge, Food 
Employees, and Conditional Employees for more information about appropriate 
employee health policies.  
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Chapter 3. Food 

Condition 

3-101.11  Safe, Unadulterated, and Honestly Presented. 

Sources 

3-201.11 Compliance with Food Law. 

Refer to the public health reason for § 3-401.11.  

Source 

A primary line of defense in ensuring that food meets the requirements of § 3-101.11 is 
to obtain food from approved sources, the implications of which are discussed below. 
However, it is also critical to monitor food products to ensure that, after harvesting and 
processing, they do not fall victim to conditions that endanger their safety, make them 
adulterated, or compromise their honest presentation. The regulatory community, 
industry, and consumers should exercise vigilance in controlling the conditions to which 
foods are subjected and be alert to signs of abuse. FDA considers food in hermetically 
sealed containers that are swelled or leaking to be adulterated and actionable under the 
Federal Food, Drug, and Cosmetic Act. Depending on the circumstances, rusted and 
pitted or dented cans may also present a serious potential hazard.  

Food, at all stages of production, is susceptible to contamination. The source of food is 
important because pathogenic microorganisms may be present in the breeding stock of 
farm animals, in feeds, in the farm environment, in waters used for raising and freezing 
aquatic foods, and in soils and fertilizers in which plant crops are grown. Chemical 
contaminants that may be present in field soils, fertilizers, irrigation water, and fishing 
waters can be incorporated into food plants and animals.  

Sources of molluscan shellfish are a particular concern because shellfish are frequently 
consumed raw or in an undercooked state and thus receive neither heat treatment nor 
any other process that would destroy or inactivate microbial pathogens. For safety, 
these foods must be accompanied by certification that documents that they have been 
harvested from waters that meet the water quality standards contained in the National 
Shellfish Sanitation Program Guide for the Control of Molluscan Shellfish. Certification 
also provides confidence that processing, packaging, and shipping have been 
conducted under sanitary conditions.  

Food should be purchased from commercial supplies under regulatory control. Home 
kitchens, with their varieties of food and open entry to humans and pet animals, are 
frequently implicated in the microbial contamination of food. Because commercial items 
seldom are eaten right away, the home kitchen's limited capacity for maintaining food at 
proper temperatures may result in considerable microbial growth and toxin production 
by microorganisms introduced through the diverse sources of contamination. Controlled 
processing is required for the safe preparation of food entering commerce.  
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Labeling - General 

Sources of packaged food must be labeled in accordance with law. Proper labeling of 
foods allows consumers to make informed decisions about what they eat. Many 
consumers, as a result of an existing medical condition, may be sensitive to specific 
foods or food ingredients. This sensitivity may result in dangerous medical 
consequences should certain foods or ingredients be unknowingly consumed. In 
addition, consumers have a basic right to be protected from misbranding and fraud.  

Except for certain species of large tuna and raw molluscan shellfish, if fish are intended 
for raw consumption, they must be properly frozen before they are served. If this 
process is done off-premises, purchase specifications ensuring that proper freezing 
techniques are used to destroy parasites must be provided. Labeling should accompany 
the product to advise as to whether the product was frozen properly. This is necessary 
because fish from natural bodies of water may carry parasitic worms that can infect and 
injure consumers who eat such raw fish dishes as sushi, ceviche, green (lightly 
marinated) herring, and cold-smoked salmon. The worms are often deeply imbedded 
inside fish muscle. Thorough freezing kills these worms if the fish are subjected to a low 
enough temperature for a long enough time.  

Labeling for Fish 

Except for raw molluscan shellfish, certain species of large tuna, certain aquacultured 
fish, and fish eggs that have been removed from the skein and rinsed, if fish are 
intended for raw or undercooked consumption, they must be properly frozen before they 
are served. If this process is done off-premises, purchase specifications ensuring that 
proper freezing techniques are used to destroy parasites must be provided. Labeling or 
other information should accompany the product to advise as to whether the product 
was frozen properly. This is necessary because fish from natural bodies of water may 
carry parasitic worms that can infect and injure consumers who eat such raw fish dishes 
as sushi, ceviche, green (lightly marinated) herring, and cold-smoked salmon. The 
worms are often deeply imbedded inside fish muscle. Thorough freezing kills these 
worms if the fish are subjected to a low enough temperature for a long enough time.  

Labeling for Juice 

On July 8, 1998, FDA announced in the Federal Register a final rule that revised its 
food labeling regulations to require a warning statement on fruit and vegetable juice 
products that have not been processed to prevent, reduce, or eliminate pathogenic 
microorganisms that may be present. FDA took this action to inform consumers, 
particularly those at greatest risk, of the hazard posed by such juice products. FDA 
expects that providing this information to consumers will allow them to make informed 
decisions on whether to purchase and consume such juice products, thereby reducing 
the incidence of foodborne illnesses and deaths caused by the consumption of these 
juices.  

On July 18, 2001 FDA announced a final rule designed to improve the safety of fruit and 
vegetable juice and juice products. Under the rule, juice processors must use Hazard 



FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 74 

Analysis and Critical Control Point (HACCP) principles for juice processing. Processors 
making shelf-stable juices or concentrates that use a single thermal processing step are 
exempt from the microbial hazard requirements of the HACCP regulation. Retail 
establishments where packaged juice is made and only sold directly to consumers 
(such as juice bars) are not required to comply with this regulation.  

Rather, the Food Code requires fresh fruit or vegetable juices that are packaged at retail 
(untreated juices or beverages containing untreated juices that are offered to 
consumers as prepackaged foods) to be processed under HACCP with a 5 log 
reduction in pathogens of concern OR bear the warning statement as specified in 
21 CFR Section 101.17(g). That statement is: “WARNING: This product has not been 
pasteurized and, therefore, may contain harmful bacteria that can cause serious illness 
in children, the elderly, and persons with weakened immune systems.” Refer to Chapter 
1 for the definition of juice. It is important to note that the definition of "juice" includes 
puréed fruits and vegetables, which are commonly prepared for service to highly 
susceptible populations.  

Food establishments that serve a highly susceptible population (HSP) cannot serve 
prepackaged juice that bears the warning label and they must serve only pasteurized 
juice. For juice only, this population includes children who are age 9 or less and receive 
food in a school, day care setting, or similar facility that provides custodial care.  

Unpackaged juice (glasses of juice prepared at a juice bar, for example) does not 
require the 5 log reduction nor a warning statement or other consumer advisory (juice is 
not an animal food and therefore not covered by section 3-603.11) when prepared and 
served at retail. Usually the juice is served by the glass or in small batches compared to 
a commercial juice processor. The risk of using “drops” and damaged fruits or 
vegetables is much less at retail because of buyer specs that provide higher quality 
produce, meaning that fruits for juicing are less likely to be of a lower quality or 
damaged.  

Additional information is available in the document, “Guidance for Industry: Exemptions 
from the Warning Label Requirement for Juice - Recommendations for Effectively 
Achieving a 5-Log Pathogen Reduction; Final Guidance”, October 7, 2002 which can be 
found at: 
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformatio
n/LabelingNutrition/ucm058962.htm or obtained from the FDA Office of Nutritional 
Products Labeling and Dietary Supplements.  

  

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition/ucm058962.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/LabelingNutrition/ucm058962.htm
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Labeling for Meat and Poultry 

Retail food establishments that process and package meat or poultry in a form that is 
not ready-to-eat (NRTE), are obligated by Federal regulation to label the product with 
safe handling instructions (SHI). USDA issued final rules on August 8, 1994 requiring all 
raw meat or poultry products have a safe-handling label or sticker or be accompanied 
by a leaflet that contains information on proper handling and cooking procedures. The 
intent of this requirement is to ensure that all consumers are alerted to the fact that such 
products may contain bacteria and that food safety hinges upon thoroughly cooking the 
product, regardless of where they obtain the products. That is, the labeling would exist if 
they obtain their meat and poultry at an establishment that handles only prepackaged 
and prelabeled products, or if they obtain their meat or poultry at an operation such as a 
supermarket with a meat processing operation or from a small neighborhood butcher.  

Labeling Guidance for Irradiated Raw Meat and Meat Products  

On December 23,1999, the U.S. Department of Agriculture, Food Safety and Inspection 
Service (USDA/FSIS) issued a final regulation to permit the use of ionizing radiation to 
reduce foodborne pathogens, including Escherichia coli O157:H7, and extend the shelf 
life of raw refrigerated and frozen meat and meat products 
(https://www.federalregister.gov/documents/1999/12/23/99-32660/irradiation-of-meat-
food-products). 

The final regulations are published in Title 9 of the Code of Federal Regulations (9 CFR 
424.21 Use of food ingredients and sources of radiation and provide that raw 
refrigerated products may receive a maximum absorbed dose of no more than 4.5 kGy, 
and that frozen product receive no more than 7.0 kGy, in accordance with the FDA 
restrictions provided for in Title 21 of the Code of Federal Regulations (21 CFR 
179.26(a) Ionizing radiation for the treatment of food, (a) Energy sources). The 
regulations further require that all irradiated meat and meat products bear labeling that 
reflects that the product was irradiated, or that the product contains an irradiated meat 
or poultry product. This labeling requirement is applicable even at retail facilities where 
irradiated coarse ground beef might be finely ground for retail sale, or in cases where 
irradiated product is combined with other non-irradiated meat or poultry product for retail 
sale.  

In cases where the entire package of product is irradiated, the labeling must include 
both a statement and the international symbol, called the radura. Additionally, the 
product name must include the word “irradiated,” or the labeling must bear a disclosure 
statement such as, “treated with radiation” or “treated by irradiation.” If either statement 
is used, the logo must be placed in conjunction with the statement. If an irradiated meat 
or meat product is used to formulate a multi-ingredient product with other non-irradiated 
components, the irradiated meat ingredient must be identified as such in the ingredients 
statement, but the logo is not required. For example, the ingredients statement for a 
Chicken and Beef Sausage product that contains irradiated beef would be, Ingredients: 
chicken, irradiated beef, seasonings (salt, pepper, spice), and the logo would not be 
required to be present.  

https://www.federalregister.gov/documents/1999/12/23/99-32660/irradiation-of-meat-food-products
https://www.federalregister.gov/documents/1999/12/23/99-32660/irradiation-of-meat-food-products
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All labels for products produced at federally inspected establishments bearing 
statements about irradiation must be submitted to USDA/FSIS for evaluation and 
approval prior to use.  

Optional labeling statements about the purpose of the irradiation process may be 
included on the labeling of irradiated products provided they are not false or misleading 
and have been evaluated first by USDA/FSIS. If such statements indicate a specific 
benefit from irradiation, such as a reduction of microbial pathogens, such statements 
must be substantiated by processing documentation and validated through the 
processing and Hazard Analysis and Critical Control Point (HACCP) system. Such 
validation and documentation of the HACCP system would only be applicable in 
federally inspected establishments.  

Because irradiation can substantially reduce and, in some situations, eliminate any 
detectable level of pathogenic bacteria, it is important that the meat products be held at 
the proper refrigerated temperatures to prevent growth of any pathogens present, and 
that the packaging is not compromised. Although comingling irradiated beef with non-
irradiated meat or poultry is not prohibited under the current regulations, USDA/FSIS 
believes that such a process would decrease the benefit of irradiation by potentially 
exposing the irradiated product to pathogenic bacteria. While FSIS considers such 
comingling to be highly unlikely, if it did occur, a statement advising the consumer that 
the product contains both irradiated and non-irradiated components would be required.  

The Radura, International Symbol:  

 
Further information about labeling irradiated raw meat is available through Directive 
5000.15, Verification Activities for High Pressure Processing, Irradiation, and Microwave 
Tempering on the USDA/FSIS website at: 
https://www.fsis.usda.gov/sites/default/files/media_file/2021-08/5000.15.pdf.  

Irradiation Questions & Answers can be found at: 
https://www.fsis.usda.gov/sites/default/files/media_file/2020-08/IradQA.pdf.  

Irradiation and Food Safety FAQs can be found at: https://www.fsis.usda.gov/food-
safety/safe-food-handling-and-preparation/food-safety-basics/irradiation-and-food-
safety-faq  

 

 

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Fsites%2Fdefault%2Ffiles%2Fmedia_file%2F2021-08%2F5000.15.pdf&data=05%7C01%7C%7C52883053857f4d86fd8808da3449d7d5%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637879789005808525%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=gVIY6g3VoVntiYC2aEcL5CoPX7RH8ZZMQDDQPl71qus%3D&reserved=0
https://www.fsis.usda.gov/sites/default/files/media_file/2020-08/IradQA.pdf
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Ffood-safety%2Fsafe-food-handling-and-preparation%2Ffood-safety-basics%2Firradiation-and-food-safety-faq&data=05%7C01%7C%7C52883053857f4d86fd8808da3449d7d5%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637879789005808525%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=kU9EL8OH1KaHCE8jp1nbUsV5%2B2r3yt9mc5uXH5z66hk%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Ffood-safety%2Fsafe-food-handling-and-preparation%2Ffood-safety-basics%2Firradiation-and-food-safety-faq&data=05%7C01%7C%7C52883053857f4d86fd8808da3449d7d5%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637879789005808525%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=kU9EL8OH1KaHCE8jp1nbUsV5%2B2r3yt9mc5uXH5z66hk%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Ffood-safety%2Fsafe-food-handling-and-preparation%2Ffood-safety-basics%2Firradiation-and-food-safety-faq&data=05%7C01%7C%7C52883053857f4d86fd8808da3449d7d5%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637879789005808525%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=kU9EL8OH1KaHCE8jp1nbUsV5%2B2r3yt9mc5uXH5z66hk%3D&reserved=0
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Labeling for Raw Shell Eggs  

The Code of Federal Regulations 21 CFR 101.17 Food Labeling warning, notice, and 
safe handling statements, paragraph (h) Shell eggs state in subparagraph (1), “The 
label of all shell eggs, whether in intrastate or interstate commerce, shall bear the 
following statement: ‘SAFE HANDLING INSTRUCTIONS: To prevent illness from 
bacteria; keep eggs refrigerated, cook eggs until yolks are firm, and cook foods 
containing eggs thoroughly.’” Further, in subparagraph (4) it states, “Shell eggs that 
have been, before distribution to consumers, specifically processed to destroy all viable 
Salmonella shall be exempt from the requirements of paragraph (h) of this section.”   

Labeling for Whole-muscle, Intact Beef Steaks 

In the past, some steaks were labeled “intact” in order for a food establishment operator 
to determine a steak is a whole muscle, intact cut of beef that could therefore be 
undercooked and served without a consumer advisory. Processors could accommodate 
this need at the retail level by developing proposed labels, obtaining the necessary 
USDA Food Safety Inspection Service review and approval, and appropriately affixing 
the labels to their products. However, such intact labeling in practice was very rare.  
Rather, FSIS regulations and policies identify steaks that are non-intact (i.e., steaks that 
have not undergone mechanical tenderization including injection, vacuum tumbling with 
solutions, reconstruction, cubing, or pounding).  Therefore, Section 3-201.11 has been 
revised to better reflect that a food establishment operator should obtain steaks that are 
either not labeled as non-intact (e.g., mechanically tenderized, blade tenderized, needle 
tenderized, contains X% added solutions, or formed) or do not appear non-intact due to 
cubing or pounding. FDA has also developed an intact steak decision-tree to help food 
establishment operators determine whether a steak is intact or non-intact and can be 
found at the following link: www.fda.gov/media/163808/download  

Refer also to public health reason for § 3-602.11.  

3-201.12 Food in a Hermetically Sealed Container. 

Processing food at the proper high temperature for the appropriate time is essential to 
kill bacterial spores that, under certain conditions in an airtight container, begin to grow 
and produce toxin. Of special concern is the lethal toxin of Clostridium botulinum, an 
organism whose spores (i.e., survival stages for non-growth conditions) are found 
throughout the environment. Even slight underprocessing of low acid food which is 
canned can be dangerous, because spoilage microbes are killed and there are no signs 
to warn consumers that botulinum spores have germinated into vegetative cells and 
produced their toxin. If these foods are not processed to be commercially sterile, they 
must be received frozen or under proper refrigeration.  

Refer also to the public health reason for §§ 3-101.11 and 3-201.11.  

3-201.13 Fluid Milk and Milk Products. 

Milk, which is a staple for infants and very young children with incomplete immunity to 
infectious diseases, is susceptible to contamination with a variety of microbial 

http://www.fda.gov/media/163808/download
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pathogens such as Shiga toxin-producing Escherichia coli, Salmonella spp., and 
Listeria monocytogenes, and provides a rich medium for their growth. This is also true 
of milk products. Pasteurization is required to eliminate pathogen contamination in milk 
and products derived from milk. Dairy products are normally perishable and must be 
received under proper refrigeration conditions.  

3-201.14 Fish. 

After December 18, 1997, all processors of fish are required by 21 CFR 123 to have 
conducted a hazard analysis of their operation, identify each hazard that is reasonably 
likely to occur, and implement a HACCP plan to control each identified hazard. Retailers 
should assure that their seafood suppliers have complied with this requirement. 
Hazards known to be associated with specific fish species are discussed in the FDA 
Fish and Fishery Products Hazards and Controls Guide, available from the FDA Office 
of Seafood. Species-related hazards include pathogens, parasites, natural toxins, 
histamine, chemicals, and drugs.  

The seafood implicated in histamine poisoning are the scombroid toxin-forming species, 
defined in 21 CFR 123.3(m) as meaning bluefish, mahi-mahi, tuna, and other species, 
whether or not in the family Scombridae, in which significant levels of histamine may be 
produced in the fish flesh by decarboxylation of free histidine as a result of exposure of 
the fish after capture to temperatures that allow the growth of mesophilic bacteria.  

Ciguatera toxin is carried to humans by contaminated fin fish from the extreme 
southeastern U.S., Hawaii, and subtropical and tropical areas worldwide. In the south 
Florida, Bahamian, and Caribbean regions, barracuda, amberjack, horse-eye jack, black 
jack, other large species of jack, king mackerel, large groupers, and snappers are 
particularly likely to contain ciguatoxin. Many other species of large predatory fishes 
may be suspect. In Hawaii and throughout the central Pacific, barracuda, amberjack, 
and snapper are frequently ciguatoxic, and many other species both large and small are 
suspect. Mackerel and barracuda are frequently ciguatoxic from mid to northeastern 
Australian waters.  

Recreationally caught fish 

Recreationally caught fish received for sale or service may be approved by the 
regulatory authority. The EPA recognizes that fish are a healthy part of our diet and 
recognizes fishing as an all-American recreational pastime, however, they add the 
cautionary note that some individuals, such as pregnant women and small children, may 
need to limit their intake of certain noncommercial fish. Recreationally caught fish may 
contain possible contaminants that may pose health risks. Fish advisories can be found 
in the EPA Listing of Fish Advisories website at: http://www.epa.gov/waterscience/fish/.  

States issue fish consumption advisories if elevated concentrations of chemicals such 
as mercury or dioxin are found in local fish. For most people, the risk from mercury by 
eating fish is not a health concern. Yet, some fish and shellfish contain higher levels of 
mercury that may harm an unborn baby or young child's developing nervous system. 
Therefore, the FDA and the EPA recently advised women who may become pregnant, 

http://www.epa.gov/waterscience/fish/


FDA Food Code 2022            Annex 3. Public Health Reasons/Administrative Guidelines 

 

Annex 3 - 79 

pregnant women, nursing mothers, and young children to avoid some types of fish and 
eat fish and shellfish that are lower in mercury. 
(http://www.epa.gov/waterscience/fishadvice/advice.html).  

State-issued advisories apply primarily to non-commercial fish obtained through sport, 
recreation, and subsistence activities. Each advisory is different; it may recommend 
unrestricted, limited, or totally restricted consumption; may be targeted to everyone or 
limited to women, children, or other people at risk; and may apply to certain species or 
sizes of fish or a specific waterbody.  

States may issue safe-eating guidelines in addition to issuing fish advisories. A fish 
advisory is issued to warn the public of the potential human health risks from chemical 
contamination of certain species from particular types of waterbodies such as lakes, 
rivers, and/ or coastal waters within the State. In contrast, a safe-eating guideline is 
issued to inform the public that fish from specific waterbodies have been tested for 
chemical contaminants and the fish from these waters are safe to eat without 
consumption restrictions. 

Regulatory authorities are encouraged to monitor and review the National Listing of Fish 
Advisories (See August 2004 EPA Fact Sheet at 
http://www.epa.gov/waterscience/fish/advisories/factsheet.pdf as well as the local 
listings, as part of the decision-making process regarding the approval of recreationally 
caught fish being used in food establishments.  

3-201.15  Molluscan Shellfish. 

Pathogens found in waters from which molluscan shellfish are harvested can cause 
disease in consumers. Molluscan shellfish include: 1) oysters; 2) clams; 3) mussels; 
and, 4) scallops, except where the final product is the shucked adductor muscle only. 
The pathogens of concern include both bacteria and viruses.  

Pathogens from the harvest area are of particular concern in molluscan shellfish 
because: 1) environments in which molluscan shellfish grow are commonly subject to 
contamination from sewage, which may contain pathogens, and to naturally occurring 
bacteria, which may also be pathogens; 2) molluscan shellfish filter and concentrate 
pathogens that may be present in surrounding waters; and, 3) molluscan shellfish are 
often consumed whole, either raw or partially cooked.  

To minimize the risk of molluscan shellfish containing pathogens of sewage origin, State 
and foreign government agencies, called Shellfish Control Authorities, classify waters in 
which molluscan shellfish are found, based, in part, on an assessment of water quality. 
As a result of these classifications, molluscan shellfish harvesting is allowed from some 
waters, not from others, and only at certain times or under certain restrictions from 
others. Shellfish Control Authorities then exercise control over the molluscan shellfish 
harvesters to ensure that harvesting takes place only when and where it has been 
allowed.  

http://www.epa.gov/waterscience/fishadvice/advice.html
http://www.epa.gov/waterscience/fish/advisories/factsheet.pdf
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Significant elements of Shellfish Control Authorities' efforts to control the harvesting of 
molluscan shellfish include: 1) a requirement that containers of in-shell molluscan 
shellfish (shellstock) bear a tag that identifies the type and quantity of shellfish, 
harvester, harvest location, and date of harvest; and, 2) a requirement that molluscan 
shellfish harvesters be licensed; 3) a requirement that processors that shuck molluscan 
shellfish or ship, reship, or repack the shucked product be certified; and, 4) a 
requirement that containers of shucked molluscan shellfish bear a label with the name, 
address, and certification number of the shucker-packer or repacker.  

Pathogens, such as Vibrio vulnificus, Vibrio parahaemolyticus, Vibrio cholerae, 
and Listeria monocytogenes that may be present in low numbers at the time that 
molluscan shellfish are harvested, may increase to more hazardous levels if they are 
exposed to time/temperature abuse. To minimize the risk of pathogen growth, Shellfish 
Control Authorities place limits on the time between harvest and refrigeration. The 
length of time is dependant upon either the month of the year or the average monthly 
maximum air temperature (AMMAT) at the time of harvest, which is determined by the 
Shellfish Control Authority.  

Paralytic shellfish poisoning (PSP) results from shellfish feeding upon toxic 
microorganisms such as dinoflagellates. In the U.S., PSP is generally associated with 
the consumption of molluscan shellfish from the northeast and northwest coastal 
regions of the U.S. PSP in other parts of the world has been associated with molluscan 
shellfish from environments ranging from tropical to temperate waters. In addition, in the 
U.S., PSP toxin has recently been reported from the viscera of mackerel, lobster, 
dungeness crabs, tanner crabs, and red rock crabs.  

Neurotoxic shellfish poisoning (NSP) in the U.S. is generally associated with the 
consumption of molluscan shellfish harvested along the coast of the Gulf of Mexico, 
and, sporadically, along the southern Atlantic coast. There has been a significant 
occurrence of toxins similar to NSP in New Zealand, and some suggestions of 
occurrence elsewhere.  

For diarrhetic shellfish poisoning there has been no documented occurrence to date in 
the U.S. However, instances have been documented in Japan, southeast Asia, 
Scandinavia, western Europe, Chile, New Zealand, and eastern Canada.  

Amnesic shellfish poisoning (ASP) is generally associated with the consumption of 
molluscan shellfish from the northeast and northwest coasts of North America. It has not 
yet been a problem in the Gulf of Mexico, although the algae that produce the toxin 
have been found there. ASP toxin has recently been identified as a problem in the 
viscera of dungeness crab, tanner crab, red rock crab, and anchovies along the west 
coast of the United States.  

Marine toxins are not ordinarily a problem in scallops if only the adductor muscle is 
consumed. However, products such as roe-on scallops and whole scallops do present a 
potential hazard for natural toxins.  
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To reduce the risk of illness associated with raw shellfish consumption, the Food and 
Drug Administration (FDA) administers the National Shellfish Sanitation Program 
(NSSP). The NSSP is a tripartite, cooperative action plan involving Federal and State 
public health officials and the shellfish industry. Those groups work together to improve 
shellfish safety. States regularly monitor waters to ensure that they are safe before 
harvesting is permitted. FDA routinely audits the States' classification of shellfish 
harvesting areas to verify that none pose a threat to public health. Patrolling of closed 
shellfishing waters minimizes the threat of illegal harvesting or "bootlegging" from 
closed waters. Bootlegging is a criminal activity and a major factor in shellfish-borne 
illnesses. Purchases from certified dealers that adhere to NSSP controls is essential to 
keep risks to a minimum.  

3-201.16 Wild Mushrooms. 

Over 5000 species of fleshy mushrooms grow naturally in North America. The vast 
majority have never been tested for toxicity. It is known that about 15 species are 
deadly and another 60 are toxic to humans whether they are consumed raw or cooked. 
An additional 36 species are suspected of being poisonous, whether raw or cooked. At 
least 40 other species are poisonous if eaten raw, but are safe after proper cooking. 

Some wild mushrooms that are extremely poisonous may be difficult to distinguish from 
edible species. In most parts of the country there is at least one organization that 
includes individuals who can provide assistance with both identification and program 
design. Governmental agencies, universities, and mycological societies are examples of 
such groups.  

Regulatory authorities have expressed their difficulty in regulating wild harvested 
mushrooms at retail. There are many different approaches in regulating the sale and 
service of wild harvested mushrooms. The differences in approach could be due to 
geography, the type of wild mushrooms that typically grow in a particular region and/or 
local/state laws that are enforced. The Conference for Food Protection (CFP) has 
attempted to develop a national model or standards for regulatory programs to address 
and recognize wild harvested mushroom identification. The difficulty in trying to get 
consensus on national model/standards lies in the question of what is the best national 
model/standard available that state/local regulatory authorities can apply in a 
meaningful way to ensure wild harvested mushrooms sold at retail are obtained from a 
safe source.  

With the change in the codified text, the regulatory authority will have the flexibility to 
apply their laws and/or policies for wild harvested mushroom identification. At a 
minimum, when developing a wild harvest mushroom identification program, the 
following elements should be addressed: 

• Developing resources & criteria to select wild mushroom species for service or 
sale, 

• Establishing record-keeping and traceability to assure safety of wild harvested 
mushrooms, 

• Written buyer specifications that include: 
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a. Identification by the scientific name and the common name of the 
mushroom species, 

b. A statement that the mushroom was identified while in the fresh states, 
c. The name and contact information of the person who identified the 

mushroom and the mushroom seller, and 
d. A statement as to the qualifications and training of the identifier, 

specifically related to mushroom identification. 
• Development of qualifications and training curriculum that could be used for 

further training of mushroom identifiers 

In addition, the CFP has guidance material titled “Draft Model Guidance for Wild 
Harvested Mushrooms” posted on their website at http://www.foodprotect.org so state 
and local regulatory authorities can use the information to develop and implement their 
own wild harvested mushroom program. The guidance document is still a work in 
progress. 

Refer also to the public health reason for §§ 3-101.11 and 3-201.11.  

3-201.17 Game Animals.  

The primary concern regarding game animals relates to animals obtained in the wild. 
Wild game animals may be available as a source of food only if a regulatory inspection 
program is in place to ensure that wild animal products are safe. This is important 
because wild animals may be carriers of viruses, rickettsiae, bacteria, or parasites that 
cause illness (zoonoses) in humans. Some of these diseases can be severe in the 
human host. In addition to the risk posed to consumers of game that is not subject to an 
inspection program, there is risk to those who harvest and prepare wild game because 
they may contract infectious diseases such as rabies or tularemia.  

Specifications for receiving 

3-202.11 Temperature. 

Temperature is one of the prime factors that controls the growth of bacteria in food. 
Many, though not all, types of pathogens and spoilage bacteria are prevented from 
multiplying to microbiologically significant levels in properly refrigerated foods that are 
not out of date. USDA published a final rule (63 FR 45663, August 27, 1998 Shell Eggs; 
Refrigeration and Labeling Requirements) to require that shell eggs packed for 
consumer use be stored and transported at an ambient temperature not to exceed 
7.2ºC (45ºF).  

High temperatures for a long enough time, such as those associated with thorough 
cooking, kill or inactivate many types of microorganisms. However, cooking does not 
always destroy the toxins produced in foods by certain bacteria (such as the 
enterotoxins of Staphylococcus aureus). Cooking or hot holding that follows 
temperature abuse may not make the food safe. Keeping cooked foods hot as required 
in the Code prevents significant regrowth of heat-injured microorganisms and prevents 
recontamination with bacteria that are newly introduced. 

http://www.foodprotect.org/
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3-202.12 Additives. 

It is imperative for safety that food supplies come from sources that are in compliance 
with laws regarding chemical additives and contaminants. 

Food additives are substances which, by their intended use, become components of 
food, either directly or indirectly. They must be strictly regulated. In excessive amounts 
or as a result of unapproved application, additives may be harmful to the consumer. 
Unintentional contaminants or residues also find their way into the food supply. The 
tolerances or safe limits designated for these chemicals are determined by risk 
assessment evaluations based on toxicity studies and consumption estimates.  

Food and Color additives must be used in compliance with a federal food, or color 
additive regulation, an effective food-contact notification, or a threshold of regulation 
exemption. Such regulations, notifications, and exemptions are generally composed of 
three parts: the identity of the substance, specifications including purity or physical 
properties, and limitations on the conditions of use. In order for a food, or color additive 
use to be in compliance, the use must comply with all three criteria.  

Federal Food Additive regulations are found in Title 21 CFR, Parts 172-180. Color 
additive regulations are found in Title 21 CFR Parts 73-Subpart A, 74-Subpart A, 81 and 
82. Effective food-contact notifications are listed at 
http://www.accessdata.fda.gov/scripts/fcn/fcnNavigation.cfm?rpt=fcsListing&displayAll=f
alse&page=17, and threshold of regulation exemptions are listed at 
http://www.fda.gov/Food/IngredientsPackagingLabeling/PackagingFCS/ThresholdRegul
ationExemptions/ucm093685.htm.  

Other substances that are added to food include those prior sanctioned for use in food 
by either the FDA or USDA, or those generally recognized as safe for their intended use 
in food. Some of these are listed in Title 21 CFR Parts 181-186, Title 9 CFR Section 
424.21(b) and at 
http://www.fda.gov/Food/IngredientsPackagingLabeling/GRAS/NoticeInventory/default.h
tm. Tolerances and exemptions from tolerance for pesticide chemical residues in or on 
food are found in Title 40 CFR Part 180. Substances that are prohibited from use in 
human food are listed in Title 21 CFR Part 189. 

3-202.13 Eggs. 

Damaged shells permit the entry of surface bacteria to the inside of eggs. Eggs are an 
especially good growth medium for many types of bacteria. Damaged eggs must not be 
used as food.  

The Definition of "Restricted Egg" contains several terms that are explained in this 
paragraph. An egg may be restricted because it is a/an: 

1. "Check" meaning an egg that has a broken shell or crack in the shell but 
has its shell membranes intact and contents not leaking.  

http://www.fda.gov/Food/IngredientsPackagingLabeling/PackagingFCS/ThresholdRegulationExemptions/ucm093685.htm
http://www.fda.gov/Food/IngredientsPackagingLabeling/PackagingFCS/ThresholdRegulationExemptions/ucm093685.htm
http://www.fda.gov/Food/IngredientsPackagingLabeling/GRAS/NoticeInventory/default.htm
http://www.fda.gov/Food/IngredientsPackagingLabeling/GRAS/NoticeInventory/default.htm
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2. "Dirty egg or Dirties" meaning an egg that has a shell that is unbroken and 
has adhering dirt, foreign material, or prominent stains. 

3. "Incubator reject" meaning an egg that has been subjected to incubation 
and has been removed from incubation during the hatching operations as 
infertile or otherwise unhatchable.  

4. "Inedible" meaning eggs of the following descriptions: Black rots, yellow 
rots, white rots, mixed rots, sour eggs, eggs with green whites, eggs with 
stuck yolks, moldy eggs, musty eggs, eggs showing blood rings, and eggs 
containing embryo chicks (at or beyond the blood ring stage).  

5. "Leaker" meaning an egg that has a crack or break in the shell and shell 
membranes to the extent that the egg contents are exposed or are 
exuding or free to exude through the shell. 

6. "Loss" meaning an egg that is unfit for human food because it is smashed 
or broken so that its contents are leaking; or overheated, frozen, or 
contaminated; or an incubator reject; or because it contains a bloody 
white, large meat spots, a large quantity of blood, or other foreign material.  

On December 5, 2000 Federal regulations were amended to require that shell egg 
cartons bear safe handling instructions and be placed under refrigeration at 45°F or 
lower upon delivery at retail establishments (65 FR 76091, December 5, 2000, Food 
Labeling, Safe Handling Statements, Labeling of Shell Eggs; Refrigeration of Shell Eggs 
Held for Retail Distribution). The amended provisions include:  

• 21 CFR Part 16 Regulatory Hearing before the Food and Drug Administration, 
§ 16.5 Inappplicability and limited applicability, (4) A hearing on an order for re-
labeling, diversion or destruction of shell eggs… 

• 21 CFR Part 101 Food Labeling § 101.17 Food labeling warning, notice, and safe 
handling statements, (h) Shell eggs.  

• 21 CFR Part 115 Shell Eggs, § 115.50 Refrigeration of shell eggs held for retail 
distribution.  

The labeling rule became effective September 4, 2001, and the refrigeration rule 
became effective June 4, 2001. These rules are one part of a larger farm-to-table 
approach for ensuring the safety of our nation’s egg supply. The public health goal is a 
50 percent reduction in all salmonellosis and a 50 percent reduction in Salmonellae 
Enteritidis illnesses by 2010.  

3-202.14 Eggs and Milk Products, Pasteurized. 

Liquid egg, fluid milk, and milk products are especially good growth media for many 
types of bacteria and must be pasteurized. Pasteurization is a heat process that will kill 
or inactivate bacteria and other harmful microorganisms likely to be in these 
time/temperature control for safety foods. Freezing and drying of unpasteurized 
products will stop microbial growth and may reduce their bacterial populations; however, 
some organisms will survive because neither process invariably kills bacteria. Under 
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certain conditions, freezing and drying may preserve microbes. An alternative to 
pasteurization may be applicable to certain cheese varieties cured or aged for a 
specified amount of time prior to marketing for consumption.  

3-202.15 Package Integrity. 

Damaged or incorrectly applied packaging may allow the entry of bacteria or other 
contaminants into the contained food. If the integrity of the packaging has been 
compromised, contaminants such as Clostridium botulinum may find their way into 
the food. In anaerobic conditions (lack of oxygen), botulism toxin may be formed.   

Packaging defects may not be readily apparent. This is particularly the case with low 
acid canned foods. Close inspection of cans for imperfections or damage may reveal 
punctures or seam defects. In many cases, suspect packaging may have to be 
inspected by trained persons using magnifying equipment. Irreversible and even 
reversible swelling of cans (hard swells and flippers) may indicate can damage or 
imperfections (lack of an airtight, i.e., hermetic seal). Swollen cans may also indicate 
that not enough heat was applied during processing (underprocessing). Suspect cans 
must be returned and not offered for sale. 

3-202.16  Ice. 

Freezing does not invariably kill microorganisms; on the contrary, it may preserve them. 
Therefore, ice that comes into contact with food to cool it or that is used directly for 
consumption must be as safe as drinking water that is periodically tested and approved 
for consumption. 

3-202.17 Shellstock, Condition. 

Dirty, damaged, or dead shellstock can contaminate and degrade live and healthy 
shellstock and lead to foodborne illness. Harvesters have the primary responsibility for 
culling shellstock, but this responsibility continues throughout the distribution chain.  

3-202.18 Molluscan Shellfish, Packaging and Identification. 

Accurate source identification of the harvesting area, harvester, and dealers must be 
contained on molluscan shellstock identification tags so that if a shellfish-borne disease 
outbreak occurs, the information is available to expedite the epidemiological 
investigation and regulatory action. 

Retailers may see a harvester’s tag along with a dealer tag, a dealer tag alone, or a 
dual-purpose (two-sided) tag. The Model Ordinance allows a dual-purpose tag 
(harvester and dealer information on one tag). If a dual purpose tag is used (harvester 
and dealer), duplicate information is not required on both sides of the tag, and retailers 
must check the dealer side of the tag to ensure they are purchasing from an approved 
source.  When a two-tag system is used the dealer tag must meet the requirements of 
the Model Ordinance for tagging. Shellstock that is harvested is required to be tagged 
by the harvester with information outlined in the Model Ordinance. This harvester tag 
captures the relevant information that entities who further process and distribute the 
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product must retain to ensure commingling doesn’t occur and traceback can be 
completed if an outbreak occurs.  As shellstock moves from harvest, through 
processing, and into commerce, an additional tag may be affixed to the container by the 
dealer.  The dealer must follow the requirements in the Model Ordinance to ensure all 
required information remains on the container of shellstock.  

Plastic containers commonly used throughout the shellfish industry for shucked product 
bear specific information regarding the source of the shellfish as required by the NSSP 
Guide for the Control of Molluscan Shellfish. These containers must be nonreturnable 
so that there is no potential for their subsequent reuse by shellfish packers which could 
result in shucked product that is inaccurately identified by the label. The reuse of these 
containers within the food establishment must be assessed on the basis of the Food 
Code's criteria for multi-use containers and the likelihood that they will be properly 
relabeled to reflect their new contents. 

3-202.110 Juice Treated.  

Refer to public health reason for § 3-801.11.  

Original containers and records 

3-203.11 Molluscan Shellfish, Original Container. 

Lot separation is critical to isolating shellfish implicated in illness outbreaks and tracking 
them to their source. Proper identification is needed for tracing the origin and 
determining conditions of shellfish processing and shipment. If the lots are commingled 
at retail, traceability is undermined and the root of the problem may remain undetected. 
If no causative factors are identified in the food establishment, tracing the incriminated 
lot helps in identifying products that need to be recalled or growing waters that may 
need to be closed to harvesting.  

When shucked shellfish are prepackaged in consumer self service containers, the 
labeling information as specified under section 3-202.18 must be recorded on a log 
sheet to correlate with the date of sale of the consumer sized containers.  

3-203.12  Molluscan Shellfish, Maintaining Identification. 

Accurate records that are maintained in a manner that allows them to be readily 
matched to each lot of molluscan shellfish provide the principal mechanism for tracing 
molluscan shellfish to its original source. If an outbreak occurs, regulatory authorities 
must move quickly to close affected growing areas or take other appropriate actions to 
prevent further illnesses. Records must be kept for 90 days to allow time for hepatitis A 
virus infections, which have an incubation period that is significantly longer than other 
shellfish-borne diseases, to come to light. 
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The 90 day requirement is based on the following considerations: 

Shelf-life of the product…………………………. 14 days 

Incubation period………………………………… 56 days 

Medical diagnosis and confirmation……………..5 days 

Reporting……………………………………………5 days 

Epidemiological investigation…………………… 10 days 

Total……………………………………………….. 90 days 

In reality and as stated in the provision, the 90-day “clock” starts at the time the 
container of shellstock is emptied. Starting from the date of harvest is not correct 
because the shellstock may be sold/consumed in less than the 14 days of shelf life cited 
in the chart above. Therefore, the 90 days may expire and the tag discarded before an 
illness is reported and investigated. 

Shellstock could be frozen in the food establishment during the 14-day estimated shelf 
life period, which would effectively stop the clock on the shelf life. The shellstock could 
be thawed and consumed past the 14-day shelf life. In this case, the 90 days would 
expire before consumption if the clock started 90 days from the harvest date. 

Freezing shellstock in the food establishment is not usually done because, although 
oysters-in-the-shell can be frozen with fair results, they do not have the same texture 
and appearance of a fresh oyster when thawed. Commercially frozen oysters are frozen 
rapidly to retain product quality.  

3-204.10 Food Donation. 

In the United States, food waste is estimated as constituting between 30-40 percent of 
the food supply. This figure, based on estimates from USDA’s Economic Research 
Service of a 31 percent food loss at the retail and consumer levels, corresponds to 
approximately 133 billion pounds and $161 billion worth of food in 2010. Wasted food is 
the single largest category of material placed in municipal landfills and represents 
nourishment that could have helped feed families in need. Additionally, water, energy, 
and labor used to produce wasted food could have been employed for other purposes. 
Effectively reducing food waste will require cooperation among federal, state, tribal and 
local governments, faith-based institutions, environmental organizations, communities, 
and the entire supply chain.  

In October 2018, the U.S. Department of Agriculture (USDA), the U.S. Environmental 
Protection Agency (EPA), and the U.S. Food and Drug Administration (FDA) launched 
the Winning on Reducing Food Waste Initiative in a formal agreement and renewed 
theformal agreement in December 2020. As part of the initiative, the agencies affirmed 
their shared commitment to work towards the national goal of reducing food loss and 
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waste by 50 percent by 2030. The agencies agreed to coordinate food loss and waste 
actions such as education and outreach, research, community investments, voluntary 
programs, public-private partnerships, tool development, technical assistance, event 
participation, and policy discussion on the impacts and importance of reducing food loss 
and waste. While there have been significant actions taken and commitments made 
through public-private partnerships to date, there is still much work to be done.  

The donation of food within communities is a long standing and important societal 
practice and is a critical component of reducing food loss and waste. FDA encourages 
donation of food that is stored, prepared, packaged, displayed, and labeled in 
accordance with the applicable provisions contained in the Food Code. Food prepared 
in this manner has always been permitted to be offered to consumers whether as a gift 
or offered for sale, regardless of the mechanism or means by which customers gain 
access to the food. 

Preventing contamination by employees 

3-301.11 Preventing Contamination from Hands. 

In November 1999, the National Advisory Committee on Microbiological Criteria for 
Foods (NACMCF) concluded that bare hand contact with ready-to-eat foods can 
contribute to the transmission of foodborne illness and agreed that the transmission 
could be interrupted. The NACMCF recommended exclusion/restriction of ill food 
workers as the first preventative strategy and recognized that this intervention has 
limitations, such as trying to identify and manage asymptomatic food workers.  

The three interdependent critical factors in reducing foodborne illness transmitted 
through the fecal-oral route, identified by the NACMCF, include exclusion/restriction of ill 
food workers; proper handwashing; and no bare hand contact with ready-to-eat foods. 
Each of these factors is inadequate when utilized independently and may not be 
effective. However, when all three factors are combined and utilized properly, the 
transmission of fecal-oral pathogens can be controlled. Depending on the microbial 
contamination level on the hands, handwashing with plain soap and water, as specified 
in the Food Code, may not be an adequate intervention to prevent the transmission of 
pathogenic microbes to ready-to-eat foods via hand contact with ready-to-eat foods. 
Handwashing as specified in the Food Code will reduce microbial contamination of the 
hands by 2-3 logs.  

Food employees and conditional employees infected with fecal-oral pathogens can 
shed viral and protozoan pathogens in the feces at levels up to 108 viral particles or 
oocysts per gram of feces. Having a high potential contamination level on the hands 
combined with a very low infectious dose necessary to cause infection are the reasons 
that FDA believes that handwashing alone is not an effective single barrier in the 
transmission of these fecal-oral pathogens. The infective dose for Giardia and 
Cryptosporidium is believed to be as low as 1-10 oocysts, and as few as 10 virus 
particles can infect an individual with Norovirus or hepatitis A.  
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The CDC now estimates that Norovirus is the leading cause of foodborne illness in the 
United States. Contaminated hands are a significant factor in the transmission of enteric 
viruses, including Norovirus and hepatitis A virus. Further, contamination of food by an 
infected food worker is the most common mode of transmission of hepatitis A in 
foodborne disease outbreaks. Research has shown the viral transfer rate from 
contaminated hands to ready-to-eat food to be about 10% and that proper handwashing 
will significantly reduce the chance of transmitting pathogenic viruses. However, with 
heavy initial contamination of the hands, especially in the subungal space of the fingers, 
a basic 2-3 log reduction handwash procedure may not be adequate to prevent the 
transmission of viral foodborne illness.  

Even though bare hands should never contact exposed, ready-to-eat food, thorough 
handwashing is important in keeping gloves or other utensils from becoming vehicles for 
transferring microbes to the food.  

If a ready-to-eat food is being added as an ingredient to a food item that is subsequently 
subjected to a pathogen kill step (such as adding cheese or other ready-to-eat toppings 
to a pizza dough or adding vegetables to a raw meat dish before cooking) then strict 
prohibition of bare hand contact is not necessary. Cooking foods to the temperatures 
required in the Food Code will reduce the likelihood of survival of pathogens that might 
be transferred from an employee’s hands to the surface of the ready-to-eat foods.  The 
exception specifically targets bare hand contact with ready-to-eat food at the time it is 
added as an ingredient to food that will be cooked in the food establishment to the 
minimum temperatures specified in the Food Code. The exception does not apply when 
adding ready-to-eat foods as ingredients to foods that will only be lightly heated, melted, 
or browned rather than cooked to the minimum temperatures specified in this section. 
Nor does this exception apply when adding ready-to-eat foods as ingredients to foods 
that are intended for preparation by the consumer offsite. When proper heat treatment is 
used in combination with the exclusion/restriction of ill food workers and proper 
handwashing, the proper heat treatment provides an additional means of interrupting 
disease transmission.  

Refer to the public health reasons for §§ 2-301.11, 2-301.12, and 2-301.14. 

3-301.11(E) Prior Approval for Food Employees to Touch Ready-to-Eat Food 
with Bare Hands 

Infected food employees are the source of contamination in approximately one in five 
foodborne disease outbreaks reported in the United States with a bacterial or viral 
cause.1 Most of these outbreaks involve enteric, i.e., fecal-oral agents. These are 

 
 
1Based on CDC Summary Surveillance for Foodborne-Disease Outbreaks – United States, 1988-1992 and New York 
State Department of Health data 1980-1991 published: Weingold, Guzewich, Fudala, 1994, Use of Foodborne 
Disease Data for HACCP Risk Assessment. J. Food Prot. 53: 820-830.  
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organisms that employees were shedding in their stools at the time the food was 
prepared. Because of poor or nonexistent handwashing procedures, workers spread 
these organisms to the food. In addition, infected cuts, burns, or boils on hands can also 
result in contamination of food. Viral, bacterial, and parasitic agents can be involved.   

Traditionally, food regulations have required two methods of preventing the spread of 
foodborne disease by this mode of transfer, i.e., they have prohibited food workers from 
preparing food when they are infectious and have required thorough and frequent 
handwashing. In order to strengthen fecal-oral transmission interventions, the Food 
Code provides focused and specific guidance about ill workers and when handwashing 
must occur. As a final barrier, bare-hand contact with ready-to-eat food (i.e., food that is 
edible without washing or is not subsequently subjected to a pathogen kill step) is 
prohibited and suitable utensils such as spatulas, tongs, single-use gloves, or 
dispensing equipment are required to be used.  

Because highly susceptible populations include persons who are 
immunocompromised, the very young and the elderly, establishments serving 
these populations may not use alternatives to the no bare hand contact with 
ready-to-eat food requirement.   

Acceptability of an alternative procedure to no bare hand contact requires prior approval 
from the regulatory authority based on the food establishment having a written 
employee health policy that details how the establishment complies with management 
of ill employees as specified under sections 2-201.11 - .13 and management of 
handwashing practices as specified under Part 2-3 of the Code. The approval should 
also be based on evidence provided through written procedures and documentation that 
at least all of the following are addressed:  

(A) Personal Cleanliness, i.e., handwashing procedures, including 
frequency and methodology of handwashing that ensure food employees 
keep their hands and fingertips clean and handwashing occurs at the 
times specified in section 2-301.14, including after using the toilet and 
between tasks that may recontaminate the hands.  

(B) Hygienic Practices as specified in Part 2-4.  

(C) Employee Health regarding:  

(1) Reporting of diseases and medical conditions, and 

(2) Exclusions and restrictions, i.e., that food employees and 
conditional employees report their health status as specified in 
section 2-201.11; ill food employees are restricted or excluded as 
specified in section 2-201.12; and the exclusions and restrictions 
are removed as specified in section 2-201.13; 

(D) How the alternative practices and procedures will control the 
hazard through an active managerial control program. Such a 
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program includes monitoring and verifying the institution of the provisions 
described in paragraphs A-C above and satisfies the following:  

(1) The public health hazard associated with bare hand contact 
specific to the food establishment operation is identified and 
understood. The regulatory authority needs assurance that the 
permit holder recognizes that the hazard being addressed is the 
possible contamination of ready-to-eat food by viral and parasitic as 
well as bacterial pathogens that are transferred from employees’ 
hands. 

(2) The ready-to-eat foods that will be contacted with bare hands 
are identified and both procedures and practices are in place so 
that food employees wash their hands before returning to their work 
station and cross-contamination from touching raw and ready-to-eat 
food is precluded.  

For example, identifying the specific type of food to be prepared, 
such as tacos, and the specific location, such as a situation where 
a food employee is assigned solely to the designated taco work 
station. The work station is located immediately adjacent to the taco 
assembly unit and the employee will be preparing only the specified 
ready-to-eat food using bare hands.  

Another example could be a food employee who is responsible 
solely for assembling a variety of ready-to-eat foods. 

(3) Institution of an effective training program for food employees 
that emphasizes not working when ill with any of the 
gastrointestinal symptoms listed in the Code, and explains good 
hygienic practices, proper handwashing procedures, and safe food 
preparation procedures. This should include a documented training 
plan that specifies how management responsibility for training has 
been designated, training program content, and the frequency of 
administration including periodic refresher sessions. 

(E) The alternative procedure should clearly describe monitoring, 
documentation, and verification actions to ensure that the practices and 
procedures are followed. Corrective actions need to be predetermined for 
situations where the practices and procedures are not followed, e.g., an ill 
employee is found preparing foods.  

(F) Documentation of the practices, procedures, and corrective actions 
related to an alternative to no bare hand contact with ready-to-eat food 
must be maintained and readily available at the food establishment at all 
times for use by the person in charge and for review by the regulatory 
authority. 

Preventing food and ingredient contamination  
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3-302.11    Packaged and Unpackaged Food – Protection Separation, 
Packaging, and Segregation.  

It is important to separate foods in a ready-to-eat form from raw animal foods during 
storage, preparation, holding and display to prevent them from becoming contaminated 
by pathogens that may be present in or on the raw animal foods.  An exception is 
permitting the storage and display of frozen, commercially packaged raw animal food 
adjacent to or above frozen, commercially packaged ready-to-eat food or combining raw 
animal foods with ready-to-eat food as ingredients intended for future 
preparation/cooking. The freezer equipment should be designed and maintained to 
keep foods in the frozen state. Corrective action should be taken if the storage or 
display unit loses power or otherwise fails. Raw or ready-to-eat foods or commercially 
processed bulk-pack food that is packaged on-site presents a greater risk of cross-
contamination. Additional product handling, drippage during the freezing process, partial 
thawing or incomplete seals on the package increase the risk of cross-contamination 
from these products packaged in-house.  

With regard to the storage of different types of raw animal foods as specified under 
subparagraph 3-302.11(A)(2), it is the intent of this Code to require separation based on 
anticipated microbial load and raw animal food type (species). Separating different 
types of raw animal foods from one another during storage, preparation, holding and 
display will prevent cross-contamination from one to the other. The required separation 
is based on a succession of cooking temperatures as specified under § 3-401.11 which 
are based on thermal destruction data and anticipated microbial load. For example, to 
prevent cross-contamination, fish and pork, which are required to be cooked to an 
internal temperature of 145°F for 15 seconds, shall be stored above or away from raw 
poultry, which is required to be cooked to an internal temperature of 165°F (<1 second, 
instantaneous) due to its considerably higher anticipated microbial load. In addition, raw 
animal foods having the same cooking temperature, such as pork and fish, shall be 
separated from one another during storage and preparation by maintaining adequate 
spacing or by placing the food in separate containers because of the potential for cross-
contamination, allergen cross-contact or economic adulteration via inadvertent species 
substitution.  

Food that is inadequately packaged or contained in damaged packaging could become 
contaminated by microbes, dust, or chemicals introduced by products or equipment 
stored in close proximity or by persons delivering, stocking, or opening packages or 
overwraps. Packaging must be appropriate for preventing the entry of microbes and 
other contaminants such as chemicals. These contaminants may be present on the 
outside of containers and may contaminate food if the packaging is inadequate or 
damaged, or when the packaging is opened. The removal of food product overwraps 
may also damage the package integrity of foods under the overwraps if proper care is 
not taken. 

3-302.12 Food Storage Containers, Identified with Common Name 
of Food. 
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Certain foods may be difficult to identify after they are removed from their original 
packaging. Consumers may be allergic to certain foods or ingredients. The mistaken 
use of an ingredient, when the consumer has specifically requested that it not be used, 
may result in severe medical consequences.  

The mistaken use of food from unlabeled containers could result in chemical poisoning. 
For example, foodborne illness and death have resulted from the use of unlabeled salt, 
instead of sugar, in infant formula and special dietary foods. Liquid foods, such as oils, 
and granular foods that may resemble cleaning compounds are also of particular 
concern.  

3-302.13 Pasteurized Eggs, Substitute for Raw Shell Eggs for Certain 
Recipes. 

Raw or undercooked eggs that are used in certain dressings or sauces are particularly 
hazardous because the virulent organism Salmonella Enteritidis may be present in 
raw shell eggs. Pasteurized eggs provide an egg product that is free of pathogens and 
is a ready-to-eat food. The pasteurized product should be substituted in a recipe that 
requires raw or undercooked eggs. 

3-302.14 Protection from Unapproved Additives. 

Refer to the public health reason for § 3-202.12. 

Use of unapproved additives, or the use of approved additives in amounts exceeding 
those allowed by food additive regulations could result in foodborne illness, including 
allergic reactions. For example, many adverse reactions have occurred because of the 
indiscriminate use of sulfites to retard "browning" of fruits and vegetables or to cause 
ground meat to look "redder" or fresher. 

The concern for misuse of additives also applies to food establishments operating under 
a variance and to Annex 6 Food Processing Criteria which addresses the use of sodium 
nitrite or other curing agents in smoking and curing operations. However, if this process 
is done incorrectly, it could cause illness or death because of excessive nitrite or 
because the food is insufficiently preserved. 

3-302.15 Washing Fruits and Vegetables. 

Pathogenic microorganisms, such as Salmonella spp., and chemicals such as 
pesticides, may be present on the exterior surfaces of raw fruits and vegetables. It has 
been assumed that washing removes the majority of organisms and/or chemicals 
present; however, more recent studies have demonstrated washing to fall short of their 
complete removal. Biofilm development by Salmonella allows bacterial cells to survive 
under adverse environmental conditions and also reduces the ability to remove 
pathogens by washing, even with antimicrobial agents. All fresh produce, except 
commercially washed, pre-cut, and bagged produce, must be thoroughly washed under 
running, potable water or with chemicals as specified in Section 7-204.12, or both, 
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before eating, cutting or cooking. Even if you plan to peel or otherwise alter the form of 
the produce, it is still important to remove soil and debris first. 

Infiltration of microorganisms can occur through stem scars, cracks, cuts or bruises in 
certain fruits and vegetables during washing. Once internalized, bacterial pathogens 
cannot be removed by further washing or the use of sanitizing solutions. To reduce the 
likelihood of infiltration, wash water temperature should be maintained at 10°F warmer 
than the pulp temperature of any produce being washed. Because certain fruits and 
vegetables are susceptible to infiltration of microorganisms during soaking or 
submersion, it is recommended that soaking or submerging produce during cleaning be 
avoided. It is important to follow practices that minimize pathogens in the water or on 
the surface of produce. It is important that proper handwashing procedures are 
followed, in accordance with Section 2-301.12 Cleaning Procedure, before and after 
handling fresh produce. 

Scrubbing with a clean brush is only recommended for produce with a tough rind or 
peel, such as carrots, cucumbers or citrus fruits that will not be bruised easily or 
penetrated by brush bristles. Scrubbing firm produce with a clean produce brush and 
drying with a clean cloth towel or fresh disposable towel can further reduce bacteria that 
may be present. Washing fresh fruits and vegetables with soap, detergent or other 
surfactants should be avoided as they facilitate infiltration and may not be approved for 
use on food. Toxic or undesirable residues could be present in or on the food if 
chemicals used for washing purposes are unapproved or applied in excessive 
concentrations.  Unless otherwise stipulated in 21 CFR 173.315, chemicals used to 
wash or peel fruits and vegetables should not exceed the minimum amount required to 
accomplish the intended effect, need to be accurately tested for proper concentration, 
and must adhere to any indications as dictated on the product label.  

Many pre-cut, bagged produce items are pre-washed. If so, these products will be 
identified as such on the package label, and can be used as ready-to-eat without further 
washing. The label should also state if further washing is recommended or necessary. 
Precut or prewashed produce in open bags should not be washed before use. After 
being cut, certain produce such as melons, leafy greens and tomatoes are considered 
time/temperature control for safety food (TCS) requiring time/temperature control for 
safety and should be refrigerated at 41°F or lower to prevent any pathogens that may 
be present from multiplying. For more retail food guidance on the storage and handling 
of tomatoes, leafy greens, and other produce, you may consult the FDA Program 
Information Manual, Retail Food Protection Storage and Handling of Tomatoes, dated 
October 5, 2007, available at 
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulat
oryAssistanceandTrainingResources/ucm113843.htm, the document, Time as a Public 
Health Control for Cut Tomatoes, dated June 8, 2010 available at 
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulat
oryAssistanceandTrainingResources/ucm215053.htm 

and the FDA Program Information Manual, Recommendations for the Temperature 
Control of Cut Leafy Greens during Storage and Display in Retail Food Establishments 

http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm113843.htm
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm113843.htm
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm215053.htm
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm215053.htm
http://wcms.fda.gov/FDAgov/Food/FoodSafety/RetailFoodProtection/ucm218750.htm
http://wcms.fda.gov/FDAgov/Food/FoodSafety/RetailFoodProtection/ucm218750.htm
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dated July 7, 2010 available at 
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulat
oryAssistanceandTrainingResources/ucm218750.htm  

On October 26, 1998 a voluntary guidance document for the produce industry which 
addresses microbial hazards and good agricultural and management practices 
commonly used by fresh fruit and vegetable producers was issued jointly by FDA, 
USDA, and CDC. This voluntary guidance contains useful information related to 
washing fruits and vegetables as well as the application of antimicrobial agents and was 
updated on August 19, 2003. This “Guide to Minimize Microbial Food Safety Hazards 
for Fresh Fruits and Vegetables”, October 26, 1998, is available from FDA’s Food 
Safety Initiative staff and also on the Internet at 
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformatio
n/ProducePlantProducts/ucm064574.htm.  

Additionally, in February 2008, the FDA Center for Food Safety and Applied Nutrition 
(CFSAN) issued “Guidance for Industry, Guide to Minimize Microbial Food Safety 
Hazards of Fresh-cut Fruits and Vegetables,” which covers fresh-cut fruits and 
vegetables that have been minimally processed (e.g. no kill step) and altered in form, by 
peeling, slicing, chopping, shredding, coring, or trimming with or without washing or 
other treatment, prior to being packaged for use by the consumer or a retail 
establishment. This guide is available at: 
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformati
on/ProducePlantProducts/ucm064458.htm.  

On January 11, 2006 FDA/CFSAN published additional safe handling advice on the 
purchase, storage, and preparation of fresh produce, as well as Q & A’s for consumers 
on their website at: 
http://www.fda.gov/Food/ResourcesForYou/Consumers/ucm114299.htm. This 
document is available in PDF (3.5 MB) format (also available in Spanish) and provides 
additional information on the cleaning of fresh produce.  

Preventing contamination from ice used as a coolant 

3-303.11 Ice Used as Exterior Coolant, Prohibited as Ingredient.  

Ice that has been in contact with unsanitized surfaces or raw animal foods may contain 
pathogens and other contaminants. For example, ice used to store or display fish or 
packaged foods could become contaminated with microbes present on the fish or 
packaging. If this ice is then used as a food ingredient, it could contaminate the final 
product.  

3-303.12 Storage or Display of Food in Contact with Ice and Water.  

Packages that are not watertight may allow entry of water that has been exposed to 
unsanitary exterior surfaces of packaging, causing the food to be contaminated. This 
may also result in the addition of water to the food that is unclaimed in the food's 
formulation and label.  

http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm218750.htm
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/IndustryandRegulatoryAssistanceandTrainingResources/ucm218750.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064574.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064574.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064458.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ProducePlantProducts/ucm064458.htm
http://www.fda.gov/Food/ResourcesForYou/Consumers/ucm114299.htm
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Unpackaged foods such as fresh fish are often stored and/or displayed on ice. A 
potential for increasing the microbial load of a food exists because, as the ice melts, 
pathogens from one food may be carried by water to other foods. The potential for 
contamination is reduced by continuous draining of melting ice. 

Preventing contamination from equipment, utensils, and linens 

3-304.11 Food Contact with Equipment and Utensils. 

Pathogens can be transferred to food from utensils that have been stored on surfaces 
which have not been cleaned and sanitized. They may also be passed on by consumers 
or employees directly, or indirectly from used tableware or food containers. 

Some pathogenic microorganisms survive outside the body for considerable periods of 
time. Food that comes into contact directly or indirectly with surfaces that are not clean 
and sanitized is liable to such contamination. The handles of utensils, even if 
manipulated with gloved hands, are particularly susceptible to contamination.  

Probe-type price or identification tags are defined as a utensil. This means that if such 
tags are for multiuse, they must meet the criteria listed in Parts 4-1 Materials for 
Construction and Repair, and 4-2 Design and Construction. Probe-type price or product 
identification tags can cause microbial, chemical, or physical contamination if not 
properly designed, constructed, and maintained.  

The Food Code defines gloves as a "utensil" and therefore gloves must meet the 
applicable requirements related to utensil construction, cleaning, and storage.  

3-304.12 In-Use Utensils, Between-Use Storage.  

Refer to the public health reason for § 3-304.11.  

Once a food employee begins to use a utensil such as a ladle, spatula, or knife, that has 
been previously cleaned and sanitized, it is then considered an in-use utensil. In-use 
utensils, used on a continuous or intermittent basis during preparation or dispensing, 
must be cleaned and sanitized on a schedule that precludes the growth of pathogens 
that may have been introduced onto utensil surfaces. In-use utensils may be safely 
stored in hot water maintained at 135oF or above during intermittent use because 
microbial growth is controlled at such temperatures.  

A food utensil should be designed and used to prevent bare hand contact with ready-to-
eat food or to minimize contact with food that is not in a ready-to-eat form. On-site 
evaluations can be made to determine if a utensil is improperly designed for the task or 
whether a food employee is misusing an appropriately designed utensil.  

3-304.13 Linens and Napkins, Use Limitation.  

Because of their absorbency, linens and napkins used as liners that contact food must 
be replaced whenever the container is refilled. Failure to replace such liners could 
cause the linens or napkins to become fomites.  
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3-304.14 Wiping Cloths, Use Limitation.  

Soiled wiping cloths, especially when moist, can become breeding grounds for 
pathogens that could be transferred to food. Any wiping cloths that are not dry (except 
those used once and then laundered) must be stored in a sanitizer solution of adequate 
concentration between uses. Wiping cloths soiled with organic material can overcome 
the effectiveness of, and neutralize, the sanitizer. The sanitizing solution must be 
changed as needed to minimize the accumulation of organic material and sustain 
proper concentration. Proper sanitizer concentration should be ensured by checking the 
solution periodically with an appropriate chemical test kit.  

Wiping down a surface with a reusable wet cloth that has been properly stored in a 
sanitizer solution is an acceptable practice for wiping up certain types of food spills and 
wiping down equipment surfaces. However, this practice does not constitute cleaning 
and sanitizing of food contact surfaces where and when such is required to satisfy the 
methods and frequency requirements in Parts 4-6 and 4-7 of the Food Code.  

The same is true of the practice of wiping down a surface using dry disposable towels 
and a spray bottle containing pre-mixed sanitizing solution. This practice is not 
prohibited, however it alone does not constitute proper cleaning and sanitizing of food 
contact surfaces where and when such is required to satisfy the methods and frequency 
requirements in Parts 4-6 and 4-7 of the Food Code. 

Further, for the purpose of wiping up food spills from surfaces in situations where full 
cleaning and sanitizing is not required (such as when a soft drink overflows onto the 
side of a cup or onto a countertop) the use of dry cloths and disposable towels is also 
acceptable as long as the cloth or towel is used for no other purpose.  Again, this does 
not constitute a proper cleaning and sanitizing procedure for a food contact surface, 
when such is called for in 4-6 and 4-7 of the Food Code. 

In order to effectively clean and sanitize food contact surfaces, where and when 
required to satisfy the requirements in Parts 4-6 and 4-7 of the Food Code, the surface 
must be first cleaned properly to remove organic material.  In most cases this requires 
use of detergents or other cleaners such as described in Section 4-603.14 of the Food 
Code. After the surface is clean to sight and touch, a sanitizing solution of adequate 
temperature with the correct chemical concentration should then be applied to the 
surface. The sanitizing solution must stay on the surface for a specific contact time as 
specified in this Code and in accordance with the manufacturer’s EPA-registered label, 
as applicable. 

3-304.15 Gloves, Use Limitation.  

Refer to the public health reason for § 3-304.11.  

Gloves used in touching ready-to-eat food are defined as a "utensil" and must meet the 
applicable requirements related to utensil construction, good repair, cleaning, and 
storage.  
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Multiuse gloves, especially when used repeatedly and soiled, can become breeding 
grounds for pathogens that could be transferred to food. Soiled gloves can directly 
contaminate food if stored with ready-to-eat food or may indirectly contaminate food if 
stored with articles that will be used in contact with food. Multiuse gloves must be 
washed, rinsed, and sanitized between activities that contaminate the gloves. Hands 
must be washed before donning gloves. Gloves must be discarded when soil or other 
contaminants enter the inside of the glove.  

Slash-resistant gloves are not easily cleaned and sanitized. Their use with ready-to-eat 
foods could contaminate the food.  

Natural Rubber Latex (NRL) Gloves 

Natural rubber latex gloves have been reported to cause allergic reactions in some 
individuals who wear latex gloves during food preparation, and even in individuals 
eating food prepared by food employees wearing latex gloves (refer to Annex 2, 
3-304.15). This information should be taken into consideration when deciding whether 
single-use gloves made of latex will be used during food preparation.  

Although many allergic reactions occur as a result of occupational exposure, CFSAN is 
actively reviewing its current policy on the use of disposable NRL gloves in food 
operations in light of the possible transmission of the latex protein via food. To gain 
additional information regarding allergic reactions allegedly due to the ingestion of food 
contaminated by NRL in retail settings, CFSAN has been collecting reports of such 
reactions from consumers who have contacted the Agency. Several offices within 
CFSAN will continue to collaborate in reviewing incoming data. The results of these 
activities and other related efforts will be used to determine if policy changes regarding 
the use of latex in food operations, based on food safety considerations, are warranted.  

The FDA, Office of Food Additive Safety, Division of Food Contact Notification, reviews 
gloves submitted for food-contact use in the food industry on the basis of the glove’s 
formulation or components. FDA regulates NRL gloves used for medical purposes only.  

FDA is aware of the following information related to occupational hazards (not food 
safety hazards) associated with the use of NRL gloves:  

• The National Institute for Occupational Safety and Health (NIOSH) published a 
1997 Alert titled "Preventing Allergic Reactions to Natural Rubber Latex in the 
Workplace" (NIOSH publication number 97-135) which is found at 
http://www.cdc.gov/niosh/docs/97-135/.  

• The American College of Allergy, Asthma and Immunology (ACAAI) and the 
American Academy of Allergy Asthma and Immunology (AAAAI) issued a joint 
statement discouraging the routine use of NRL gloves by food handlers. (1997) 
http://www.acaai.org/public/physicians/joint.htm.  

o The AAAAI provides information on latex allergies on the web at 
http://www.aaaai.org/patients/allergic_conditions/latex_allergy.stm.  

http://www.cdc.gov/niosh/docs/97-135/
http://www.acaai.org/public/physicians/joint.htm
http://www.aaaai.org/patients/allergic_conditions/latex_allergy.stm
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o The ACAAI provides information on latex allergies on the web at 
http://www.acaai.org/public/facts/latex.htm.  

• An OSHA Technical Information Bulletin recommends reducing allergy potential 
by reducing unnecessary exposure to NRL. Stating "Food service workers ... do 
not need to use NRL gloves for food handling..." (1999) 
http://www.latexallergylinks.org/LA-TIB.html.  

OSHA addresses gloves in the following Federal regulation, which can be found at: 
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_i
d=9788.  

OSHA Regulations (Standards - 29 CFR) 
Standard Number: 1910.138  
Standard Title: Hand Protection.  
SubPart Number: I  
SubPart Title: Personal Protective Equipment   
(a) General requirements. Employers shall select and require employees 
to use appropriate hand protection when employees' hands are exposed 
to hazards such as those from skin absorption of harmful substances; 
severe cuts or lacerations; severe abrasions; punctures; chemical burns; 
thermal burns; and harmful temperature extremes.  

(b) Selection. Employers shall base the selection of the appropriate hand 
protection on an evaluation of the performance characteristics of the hand 
protection relative to the task(s) to be performed, conditions present, 
duration of use, and the hazards and potential hazards identified.  

3-304.16 Using Clean Tableware for Second Portions and Refills.  

Refer to the public health reason for § 3-304.11. 

3-304.17 Refilling Returnables.  

Food establishments may provide multi-use to-go containers to consumers with the 
intention that the containers are to be returned to the food establishment for refilling or 
reuse. These containers are likely to be soiled when the consumer returns the container 
to the food establishment. As a result, pathogens may be transferred to food by 
consumers or employees directly, or indirectly, from used take-home food containers. 
The existing provisions in the Food Code, specifically the cleaning and sanitization 
provisions in Parts 4-6 and 4-7, if carried out properly upon return of a used container, 
are sufficient to ensure that the container is safe to refill or reuse if performed in 
conjunction with a visual inspection by a food employee to verify that the container still 
meets the intent of the provisions in Parts 4-1 and 4-2. Reusing single-service and 
single-use articles is prohibited by the Food Code. 

The refilling of consumer-owned, personal take-out beverage containers, such as 
thermally insulated bottles, nonspill coffee cups, and promotional beverage glasses, by 
a consumer or food employee introduces the possibility of contamination of the filling 

http://www.acaai.org/public/facts/latex.htm
http://www.latexallergylinks.org/LA-TIB.html
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=9788
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=9788
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equipment or product by improperly cleaned containers or the improper operation of the 
equipment. To prevent this contamination and possible health hazards to the consumer, 
the refilling of consumer-owned, personal take-out beverage containers is limited to 
beverages that are not potentially hazardous (time/temperature control for safety) foods. 
Equipment must be designed to prevent the contamination of the equipment and means 
must be provided to clean the containers at the facility. 

Preventing contamination from the premises 

3-305.11 Food Storage. 
3-305.12 Food Storage, Prohibited Areas.  

Pathogens can contaminate and/or grow in food that is not stored properly. Drips of 
condensate and drafts of unfiltered air can be sources of microbial contamination for 
stored food. Shoes carry contamination onto the floors of food preparation and storage 
areas. Even trace amounts of refuse or wastes in rooms used as toilets or for dressing, 
storing garbage or implements, or housing machinery can become sources of food 
contamination. Moist conditions in storage areas promote microbial growth. 

Refer also to the public health reasons for § 2-501.11. 

3-305.13 Vended Time/Temperature Control for Safety Food, Original 
Container. 

The possibility of product contamination increases whenever food is exposed. Changing 
the container(s) for machine vended time/temperature control for safety food allows 
microbes that may be present an opportunity to contaminate the food. Pathogens could 
be present on the hands of the individual packaging the food, the equipment used, or 
the exterior of the original packaging. In addition, time/temperature control for safety 
foods are vended in a hermetically sealed state to ensure product safety. Once the 
original seal is broken, the food is vulnerable to contamination.  

3-305.14 Food Preparation.  

Food preparation activities may expose food to an environment that may lead to the 
food's contamination. Just as food must be protected during storage, it must also be 
protected during preparation. Sources of environmental contamination may include 
splash from cleaning operations, drips form overhead air conditioning vents, or air from 
an uncontrolled atmosphere such as may be encountered when preparing food in a 
building that is not constructed according to Food Code requirements. 
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Preventing contamination by consumers 

3-306.11  Food Display. 

During display, food can be contaminated even when there is no direct hand contact. 
Many microbes can be conveyed considerable distances on air currents through fine 
sprays or aerosols. These may originate from people breathing or sneezing, water 
sprays directed at drains, or condensate from air conditioners. Even wind gusts across 
sewage deposits and fertilized fields have been known to contaminate food in adjacent 
establishments where food was unprotected. 

3-306.12 Condiments, Protection. 

Unpackaged condiments are exposed to contamination by consumers who could be 
suffering from a disease transmissible through food. Once the condiments are 
contaminated, subsequent consumers using the condiments may be exposed to 
pathogens. Condiments in individual packages are protected from consumer 
contamination. 

On- or off-site facilities for refilling condiment dispensers must be adequately equipped 
to ensure that the filling operation does not introduce contaminants. 

3-306.13 Consumer Self-Service Operations. 

Raw foods of animal origin usually contain pathogens. In addition, these foods, if offered 
for consumer self-service, could cross contaminate other foods stored in the same 
display. Because raw foods of animal origin are assumed to be contaminated and do 
provide an ideal medium for the growth of pathogenic organisms, they should not be 
available for consumer self-service. Self-service operations of ready-to-eat foods also 
provide an opportunity for contamination by consumers. The risk of contamination can 
be reduced by supplying clean utensils and dispensers and by employee monitoring of 
these operations to ensure that the utensils and dispensers are properly used. 

Bean sprouts that are displayed in produce areas for consumer self-service are 
time/temperature control for safety foods and appropriate refrigeration must be 
maintained. However, they are not considered ready-to-eat since they are intended to 
be washed by the consumer before consumption.  

3-306.14  Returned Food and Re-Service or Sale. 

Food can serve as a means of person-to-person transmission of disease agents such 
as hepatitis A virus. Any unpackaged foods, even bakery goods in a bread basket that 
are not time/temperature control for safety foods and that have been served to a 
consumer, but not eaten, can become vehicles for transmitting pathogenic 
microorganisms from the initial consumer to the next if the food is served again.  
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Preventing contamination from other sources 

3-307.11 Miscellaneous Sources of Contamination.  

This Code section provides a category in which to capture sources of contamination not 
specifically delineated in Subparts 3-301 through 306. Codes prior to 1993 had such a 
provision for addressing food contamination for reasons other than those elsewhere 
specified. Regardless of its specificity, a Code can not anticipate all the diverse means 
by which food can become contaminated after receipt.  

Cooking 

3-401.11 Raw Animal Foods. 
3-401.12 Microwave Cooking. 
3-401.13 Plant Food Cooking for Hot Holding.  

Cooking, to be effective in eliminating pathogens, must be adjusted to a number of 
factors. These include the anticipated level of pathogenic bacteria in the raw product, 
the initial temperature of the food, and the food's bulk which affects the time to achieve 
the needed internal product temperature. Other factors to be considered include post-
cooking heat rise and the time the food must be held at a specified internal temperature.  

Greater numbers and varieties of pathogens generally are found on poultry than on 
other raw animal foods. Therefore, a higher temperature, in combination with the 
appropriate time is needed to cook these products.  

To kill microorganisms, food must be held at a sufficient temperature for the specified 
time. Cooking is a scheduled process in which each of a series of continuous 
time/temperature combinations can be equally effective. For example, in cooking a 
beef roast, the microbial lethality achieved at 112 minutes after it has reached 54.4°C 
(130°F) is the same lethality attained as if it were cooked for 4 minutes after it has 
reached 62.8°C (145°F). Cooked beef and roast beef, including sectioned and formed 
roasts, chunked and formed roasts, lamb roasts and cooked corned beef can be 
prepared using one of the time and temperature combinations listed in the chart in 

§ 3-401.11 to meet a 6.5-log10 reduction of Salmonella. The stated temperature is 
the minimum that must be achieved and maintained in all parts of each piece of meat 
for a least the stated time. The source of the time and temperature parameters is 
from the USDA/FSIS Appendix A. Compliance Guidelines For Meeting Lethality 
Performance Standards For Certain Meat And Poultry Products can be found at: 
https://www.fsis.usda.gov/guidelines/2021-0014. 

Cooking requirements are based in part on the biology of pathogens. The thermal 
destruction of a microorganism is determined by its ability to survive heat. Different 
species of microorganisms have different susceptibilities to heat. Also, the growing 
stage of a species (such as the vegetative cell of bacteria, the trophozoite of protozoa, 
or the larval form of worms) is less resistant than the same organism's survival form (the 
bacterial spore, protozoan cyst, or worm egg). 

https://www.fsis.usda.gov/guidelines/2021-0014
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Food characteristics also affect the lethality of cooking temperatures. Heat penetrates 
into different foods at different rates. High fat content in food reduces the effective 
lethality of heat. High humidity within the cooking vessel and the moisture content of 
food aid thermal destruction.  

Heating a large roast too quickly with a high oven temperature may char or dry the 
outside, creating a layer of insulation that shields the inside from efficient heat 
penetration. To kill all pathogens in food, cooking must bring all parts of the food up to 
the required temperatures for the correct length of time.  

The temperature and time combination criteria specified in Part 3-4 of this Code are 
based on the destruction of Salmonellae. This organism, if present in raw shell eggs, is 
generally found in relatively low numbers. Other foods, uncomminuted fish and meats 
including commercially raised game animal meat, specified as acceptable for cooking at 
this temperature and time parameter are expected to have a low level of internal 
contamination. The parameters are expected to provide destruction of the surface 
contaminants on these foods. Part 3-4 includes temperature and time parameters that 
provide "D" values (decimal log reduction values) that may surpass 7D. For example, at 
63oC(145oF), a time span of 15 seconds will provide a 3D reduction of Salmonella 
Enteritidis in eggs.  

The requirements specified under ¶ 3-401.11(D) acknowledge the rights of an informed 
consumer to order and consume foods as preferred by that consumer based on the 
consumer’s health status and understanding of the risks associated with eating raw or 
partially-cooked animal foods.   

In consumer self-service operations, such as buffets, salad bars, sushi bars, or display 
cases, the consumer advisory as specified under section 3-603.11 must be posted or 
available at the self-service unit where the raw or partially cooked food is held for 
service and readily accessible to consumers prior to making their food selections. In a 
catered situation, such as a wedding reception, guests are responsible for making their 
own requests or selections. 

Slow-cooked roasts - heating deviations and slow come up time 

(Source: USDA/FSIS  Cooking Guideline for Meat and Poultry Products (Revised 
Appendix A) found at  https://www.fsis.usda.gov/guidelines/2021-0014.) 

Heating deviations, which most often involve a slow heating come-up time (CUT) or an 
inordinate dwell time within the optimum temperature range for microorganism growth 
(e.g., product remains at temperatures between 50ºF and 130ºF for more than 6 
hours) can foster the multiplication of many pathogens. This multiplication sometimes 
can be so prodigious that even recooking may be ineffective in rendering the product 
safe. Also, certain toxigenic bacteria can release toxins into the product. Some of 
these toxins, such as those of Staphylococcus aureus (S. aureus), are extremely 
heat stable and are not inactivated by normal recooking temperatures.  This pathogen 
is the main food safety concern during long heating CUT. The establishment should 

https://www.fsis.usda.gov/guidelines/2021-0014
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support the total time product temperature is between 50ºF and 130ºF is 6 hours or 
less. 

When cooking products to lethality, deviations may occur due to; the establishment 
failing to meet a time-temperature parameter in its lethality critical control point (CCP) 
(Type 1), the establishment failing to maintain sufficient humidity during the cooking 
step (Type 2), or a slow heating CUT allowed product to remain at temperatures that 
allow pathogen growth (Type 3). See additional information in Cooking Guideline for 
Meat and Poultry Products (Revised Appendix A) found at 
https://www.fsis.usda.gov/guidelines/2021-0014. 

Establishments should carefully evaluate each deviation as each situation is unique 
and needs to be evaluated individually. To support safe release of the product, every 
hazard associated with the type of heating deviation identified must be controlled. If 
any single hazard is not controlled, then product should be destroyed. 

Seared Steak 

The provision for allowing seared steaks was reviewed by the National Advisory 
Committee on Microbiological Criteria for Foods (NACMCF) and USDA.  

USDA comments included at the time, “For the purposes of this discussion, steak is a 
whole beef muscle. It does not include whole beef muscle that has been pinned, 
injected, or chopped and formed. It may be cut cross grain, such as sirloin, chuck, or 
porterhouse; or it may be cut with the grain, such as flank, skirt, or Chateaubriand. 
Other species, such as poultry, pork, and lamb are not included.”  

NACMCF comments included, “Due to the low probability of pathogenic organisms 
being present in or migrating from the external surface to the interior of beef muscle, 
cuts of intact muscle (steaks) should be safe if the external surfaces are exposed to 
temperatures sufficient to effect a cooked color change. In addition, the cut (exposed) 
surfaces must receive additional heat to affect a complete sear across the cut surfaces. 
Grill or char marks may be applied to the complete surface searing. The meat should be 
seared on both top and bottom surfaces utilizing a heating environment (e.g., grill or 
broiling oven) that imparts a temperature at the surface of the intact steak of at least 
145oF to achieve a cooked color change on all external surfaces. The searing of all 
surfaces should be continuous until the desired degree of doneness and appearance 
are attained. This is considered a ready-to-eat food.”  

As reflected in the updated definition of “intact meat”, steaks that may be cooked 
without a consumer advisory are those from a cut of whole muscle(s) MEAT that has 
not undergone COMMINUTION, MECHANICAL TENDERIZATION (including 
INJECTION), vacuum tumbling with solutions, reconstruction, cubing, or pounding.  
The definition of “intact meat” was revised to clarify all of the ways that beef steaks are 
not considered intact meats including if they are vacuum tumbled with solutions. The 
definition of "Mechanically tenderized" has also been updated to be consistent with the 
USDA FSIS description of “mechanically tenderized” in the 2015 final rule titled 
Descriptive Designation of Needle- or Blade-Tenderized (Mechanically Tenderized) 

https://www.fsis.usda.gov/guidelines/2021-0014
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Beef Product (80 FR 28153). The rule established labeling requirements for raw or 
partially cooked mechanically tenderized beef products and clarified that products 
injected with a marinade or solution are considered mechanically tenderized (CFP 
Issue 2018-I-013).  The updated definition also includes scoring and marination as a 
means of mechanical tenderization that would make a steak non-intact. Marination is 
a food safety concern when the fascia (exterior surface) of the steak is broken by 
scoring or other means which allows the marinade to penetrate, and potentially 
contaminate, the interior of the steak. In such cases, the allowance for undercooking 
without a consumer advisory is negated. 

Pork 

In pork, Trichinella spiralis, Toxoplasma gondii, and Taenia solium, parasites 
causing foodborne illness, are inactivated at temperatures below 145oF. Therefore, pork 
roasts can be cooked like beef roasts (e.g., 145oF for 3 minutes) and pork chops 
cooked like steaks to achieve an internal temperature of 145oF for 15 seconds.  

Based on the Goodfellow and Brown study, a 5D reduction of organisms is achieved at 
68oC (155oF) for 17 seconds for the following foods: ratites and injected meats and 
comminuted:  fish, meat, game animals commercially raised for food, and game animals 
that come under a USDA voluntary inspection program. Ratites such as ostrich, emu, 
and rhea are included in this list of raw animals foods because when cooked to a 
temperature greater than 68oC (155oF), ratites exhibit a (metallic) "off" taste.  

When USDA established the time and temperature parameters for 9 CFR 318.23 Heat-
Processing and Stabilization Requirements for Uncurred Meat Patties (known as the 
"patty rule"), the Agency based the 5D for Salmonella on extrapolations applied to the 
research done by Goodfellow and Brown to account for the lack of a "come up, come 
down" time in the thin, small mass beef patties. Consequently, there is no linear 
relationship between the patty rule and roast beef time and temperature parameters. 
The patty rule also provided for an 8D reduction in the number of Shiga toxin-producing 
Escherichia coli. The time and temperature requirements in the Food Code for 
comminuted meats are comparable to the USDA requirements. 

 Temperature for Comminuted Meat at Less Than 1 Second 

In the "Report of the Task Force on Technical Issues Arising from the National Advisory 
Committee on Microbiological Criteria for Foods” (NACMCF) Review of the Meat Patty 
Proposal" (undated), it is stated on page 7, in Option (A), that:  

“Based on the 1998 research data ... and an assumption that instantaneous is defined 
as eight seconds, manufacturers would be required to process fully-cooked meat patties 
at a temperature of 157oF. Given the lack of any significant margin of safety in this 
process, there should be no deviation below the 158oF requirement.”  

In November, 1997, the NACMCF Meat and Poultry Subcommittee revisited the time 
and temperatures for cooking hamburger and advised FDA that cooking hamburger to 
158oF for less than one second is an adequate cook based on the following:  
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1. The cooking recommendations contained in the Food Code and in USDA 
guidance provide a large margin of safety for killing vegetative enteric 
pathogens; 

2. The concept of integrated lethality (the kill imparted during the entire heating 
and cooling process) adds to the margin of safety; and 

3. The time component of the time and temperature requirement will be 
exceeded before the temperature can be determined.  

The parameters for cooking poultry, wild game animal meats, stuffed food products, 
etc., of 74oC (165oF) or above for <1 second (instantaneous) yield greater than a 7D 
reduction.  

Children’s Menu 

The 2005 FDA Food Code Section 3-401.11 (D) “Raw Animal Foods” allows operators 
to serve raw or partially cooked animal food items on their customer’s request, as long 
as the establishment does not serve a “Highly Susceptible Population” and the 
customer is informed of the risks associated with consuming undercooked items. 

The definition of “Highly Susceptible Population” however, only includes young children 
who are of pre-school age and who obtain food under custodial care (as from a child 
daycare center). This definition does not address pre-school and older children eating in 
retail food establishments (such as restaurants), where it is common practice to offer 
menu items intended for children (e.g. “Kids Menu”).  

The Food Code seeks to increase current protection of children beyond custodial care 
facilities and establish needed safeguards in all retail food establishments. The 
importance of this issue can be demonstrated for numerous combinations of raw animal 
foods and associated pathogens. The greatest impact on children however, is 
undercooked ground beef, where the specific organism of concern is Escherichia coli 
O157:H7. 

Children are at relatively high risk for infection with E.coli O157:H7. It is possibly the 
leading cause of acute kidney failure and Hemolytic Uremic Syndrome (HUS) in children 
[10]. Infection with E. coli O157:H7 can result with mild to severe symptoms such as: 
non-bloody or bloody diarrhea to HUS, which is a condition that includes destruction of 
red blood cells, problems with blood clotting and kidney failure. About 2% to 20% of 
patients that are infected with E. coli O157:H7 develop HUS [6]. The risk of illness from 
E. coli O157:H7 in ground beef has been shown to be about 2.5 times higher for 
preschool children and infants than for the rest of the population [6]. The CDC has 
reported the following E. coli 0157:H7 infection rates per 100,000 by age range: 8.2 for 
young children 1-9 years old and 3.0 for older children 10-20 years of age [4].  

Precluding undercooked foods from being offered on a children’s menu may result in 
increased protection to children from foodborne illness, particularly E. coli O157:H7, 
which can result in severe consequences in children.  
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3-401.12 Microwave Cooking. 

The rapid increase in food temperature resulting from microwave heating does not 
provide the same cumulative time and temperature relationship necessary for the 
destruction of microorganisms as do conventional cooking methods. In order to achieve 
comparable lethality, the food must attain a temperature of 74oC (165oF) in all parts of 
the food. Since cold spots may exist in food cooking in a microwave oven, it is critical to 
measure the food temperature at multiple sites when the food is removed from the oven 
and then allow the food to stand covered for two minutes post microwave heating to 
allow thermal equalization and exposure. Although some microwave ovens are 
designed and engineered to deliver energy more evenly to the food than others, the 
important factor is to measure and ensure that the final temperature reaches 74oC 
(165oF) throughout the food.  

"The factors that influence microwave thermal processes include many of the same 
factors that are important in conventional processes (mass of objects, shape of objects, 
specific heat and thermal conductivity, etc.). However, other factors are unique in 
affecting microwave heating, due to the nature of the electric field involved in causing 
molecular friction. These factors are exemplified by moisture and salt contents of foods, 
which play a far more important role in microwave than conventional heating." 
(Reference: Heddelson and Doores, see Annex 2)  

3-401.13 Plant Food Cooking for Hot Holding. 

Fruits and vegetables that are fresh, frozen, or canned and that are heated for hot 
holding need only to be cooked to the temperature required for hot holding. These foods 
do not require the same level of microorganism destruction as do raw animal foods 
since these fruits and vegetables are ready-to-eat at any temperature. Cooking to the 
hot holding temperature of 57°C (135°F) prevents the growth of pathogenic bacteria that 
may be present in or on these foods. In fact, the level of bacteria will be reduced over 
time at the specified hot holding temperature.  

3-401.14  Non-Continuous Cooking of Raw Animal Foods. 

Close attention must be paid to control of biological hazards when a food establishment 
cooks raw animal foods using a process in which the food is partially cooked then 
cooled with the expectation of fully cooking the food at a later date or time. Section 
3-401.14 requires that establishments wishing to use a non-continuous process for the 
cooking of raw animal foods establish and follow a written plan that ensures each stage 
of the process is completed within time and temperature parameters that adequately 
prevent pathogen survival and growth. Section 3-401.14 also requires that 
establishments take special precautions to ensure that raw animal foods that have only 
been initially heated to temperatures that are not lethal to the pathogens of concern are 
clearly identified so that they will not be inadvertently sold or served to the consumer in 
a partially cooked state.  

To ensure the food does not dwell for extended periods within temperature ranges that 
favor pathogen growth, § 3-401.14 establishes limits on the time permitted to initially 
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heat the food (initial “come-up” time) and the time permitted to cool the product to 
temperatures that are safe for refrigerated storage. Together, these limits should 
prevent food from remaining at temperatures at which pathogen growth to harmful 
levels may occur. 

The criteria in § 3-401.14 were developed with consideration of the United States 
Department of Agriculture/Food Safety and Inspection Service (USDA/FSIS) 
Performance Standards for Partially Cooked and Char-Marked Meat Patties and 
Partially Cooked Poultry Breakfast Strips found in 9 CFR 318.23 and 9 CFR 381.150. 
(http://edocket.access.gpo.gov/cfr_2008/janqtr/pdf/9cfr318.23.pdf, 
http://www.access.gpo.gov/nara/cfr/waisidx_08/9cfr381_08.html)  

The maximum one hour time limit for the initial heating stage was established based on 
estimates from predictive microbial modeling. It is intended to limit the cumulative 
growth of Clostridium perfringens that may occur during the come-up time and the 
subsequent cooling of the product in accordance with the requirements in 
¶ 3-501.14(A). Unless properly controlled, processes in which animal foods are heated 
to sub-lethal temperatures and times and then cooled may create an environment for 
the growth of Clostridium perfringens, Clostridium botulinum and other spore 
forming, toxigenic bacteria.     

The product temperature achieved during the initial heating process may not be 
sufficient to destroy vegetative cells of Clostridium botulinum, Clostridium 
perfringens, and Bacillus cereus, if present. The concern is the generation of a large 
number of vegetative cells of Clostridium perfringens and/or Clostridium botulinum 
before the final cooking stage. For Clostridium botulinum, if enough vegetative cells 
are produced, toxigenesis can occur in the product before the product is fully cooked. 
The toxin is not destroyed at the minimum required cooking temperatures. For 
Clostridium perfringens, if a large number of vegetative cells are consumed, illness 
can result. In either case a high number of vegetative cells may challenge the lethality 
step of the ultimate cooking process to the extent that it will be unable to completely 
eliminate all of these vegetative cells. The cumulative growth of these bacterial 
pathogens must be taken into account during both the initial heating and cooling steps. 
The hazard may be compounded with an extended initial “come-up” time and/or a 
prolonged cooling stage. Hence the degree of hazard may be dependent upon the 
ultimate effect of the initial heating and cooling, as well as the final cooking step.  

A full and adequate cook during the final cooking step is of critical importance to ensure 
destruction of any pathogens that may have survived and proliferated during any initial 
heating and cooling stages of the non-continuous cooking process. Section 3-401.14 
requires that animal foods cooked by a non-continuous cooking process achieve a 
minimum final cook temperature that heats all parts of the food to a temperature and for 
a time specified under ¶¶3-401.11 (A)-(C).  This requirement also precludes serving 
animal foods that have undergone non-continuous cooking in an undercooked or raw 
state. In other words, animal foods cooked using a non-continuous process are not 
covered in the exceptions provided for in ¶ 3-401.11(D) that allow for serving 

http://edocket.access.gpo.gov/cfr_2008/janqtr/pdf/9cfr318.23.pdf
http://www.access.gpo.gov/nara/cfr/waisidx_08/9cfr381_08.html
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undercooked animal foods upon consumer request and with an adequate consumer 
advisory. 

Section 3-401.14 requires that an establishment using non-continuous cooking 
processes also establish procedures for identifying foods that have only been partially 
cooked and cooled. This is necessary to ensure these foods are not mistaken by food 
workers for foods that have been fully cooked and therefore ready-to-eat without a full 
cook. Partially cooked foods may appear to be fully cooked.  

Requiring that food establishments obtain prior approval by the regulatory authority 
before employing non-continuous cooking processes will help to ensure that the 
establishment has the proper procedures in place, as well as the necessary facilities 
and capacity to monitor the appropriate cooling, cooking, separation and product 
identification of the foods. in accordance with the requirements. 

3-401.15 Manufacturer Cooking Instructions. 

The incidence rate for listeriosis has changed little over the years, despite industry 
efforts to control Listeria monocytogenes in ready-to-eat (RTE) foods. Foods that are 
not ready-to-eat (NRTE foods) are rarely associated with foodborne listeriosis, even if 
contaminated with L. monocytogenes, because cooking is an effective control measure 
to reduce the risk of foodborne listeriosis. NRTE foods may also be contaminated with 
other pathogens such as Salmonella. Many manufacturers who intend for their food 
products to be consumed only after cooking provide cooking instructions on the product 
label.  Food manufacturers that provide cooking instructions on the label or in labeling 
for their food products, without also providing suggestions for how to use the food 
product without cooking, generally intend that their food products are NRTE foods that 
should be consumed only after cooking and that cooking may be necessary to prevent 
foodborne illness.  Frozen vegetables are an example of a food that often bears cooking 
instructions and are often intended for use only after cooking.  Frozen vegetables also 
are an example of a food that has been linked to foodborne listeriosis, possibly as a 
result of failure to cook the food.  Like consumers, retail and food service operations 
sometimes use frozen vegetables in making RTE foods such as salads and smoothies, 
or retail and food service operations may provide frozen vegetables such as peas and 
corn on salad bars. If L. monocytogenes is present in a frozen vegetable, and the frozen 
vegetable is thawed and prepared for use as an RTE food without cooking and this food 
is held refrigerated, the L. monocytogenes could multiply during refrigerated storage 
and potentially cause illness. Similarly, Salmonella can be present in NRTE foods 
provided to retailers with cooking instructions (e.g., raw agricultural commodities in 
uncooked prepared foods); failure to follow cooking instructions can result in foodborne 
salmonellosis.  

At the retail level, there is no requirement that foods (other than raw animal foods) be 
fully cooked prior to human consumption. FDA regulation (Current Good Manufacturing 
Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food; 21 
CFR Part 117) allows a food manufacturer that produces a food (such as a spice or 
spice/seasoning blend) that has a known or reasonably foreseeable hazard (such as 
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The report further recommended that food could safely be held for up to 6 hours without 
external temperature control as long as the food temperature did not exceed 70°F. 
Based on that report and data from the Quantitative Assessment of the Relative Risk to 
Public Health from Foodborne Listeria monocytogenes Among Selected Categories of 
Ready-to-Eat Foods September 2003, the Food Code allows time/temperature control 
for safety food to be stored up to 6 hours without external temperature control provided 
that the food temperature does not exceed 70°F and the food is discarded or consumed 
at the end of the 6 hours.  

At the 2018 meeting of the CFP it was recommended that Section 3-501.19 be 
amended to allow raw agricultural commodities (RACs) that are cut on-site (such as 
tomatoes, melons, or leafy greens) or shelf-stable hermetically sealed containers (such 
as canned tuna) opened on-site have an initial temperature of 21°C (70°F) or less when 
time without temperature control is used as a public health control for a maximum of 4 
hours. Peer-reviewed scientific literature and the above-mentioned pathogen modeling 
has shown Salmonella spp. and L. monocytogenes will not exceed a 1-log increase in 
growth when started and maintained at 21°C (70°F) or less for up to 4 hours. 

The Safety of the Time as a Public Health Control Provision from Cooking 
Temperatures (135°F or above) to Ambient 

FDA conducted in-house laboratory experiments to test the safety of the existing TPHC 
provisions of 4 hours without temperature control starting with an initial temperature of 
135°F or above. Clostridium perfringens was chosen to represent a worst case scenario 
pathogen for foods allowed to cool from cooking temperatures to ambient without 
temperature control, because its spores can survive normal cooking procedures, it can 
grow at relatively high temperatures (>120°F) and it has a short lag period. 
C. perfringens spores were inoculated into foods that were cooked and then cooled to 
yield a cooling curve that would promote outgrowth as quickly as possible. The growth 
data suggest that the existing 4-hour TPHC provision will be safe for 6 hours after 
cooking, with the additional 2-hour margin of safety built-in for consumer handling.  

Consumer Handling Practices  

An Audits International study was funded in 1999 by FDA to determine the food 
handling practices of consumers purchasing food at retail and returning home to 
refrigerate their items. Forty-six (46) states are represented, and the data comprises 
several food groups purchased from different grocery-store types. The food groups 
represented were: pre-packaged lunch meat, deli-counter products, seafood, fresh 
meat, pre-packaged deli product, liquid dairy, semi-solid dairy product, ice cream, 
frozen entrées, frozen novelties and whipped topping. 

The study evaluated information regarding time and food temperature at retail food 
stores, time to reach home refrigeration, temperature after transport home, location and 
type of retail establishment where purchase was made and type of product purchased.  

For product temperature at retail and after transportation, 5 product categories were 
used: pre packaged lunch meat, pre packaged deli product, deli counter products, 
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