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Chapter 1 Purpose and Definitions

Applicability and Terms Defined

1-201.10 Statement of Application and Listing of
Terms.

(B) Terms Defined

The individual definitions in Chapter 1 are not numbered, consistent with current
conventions regarding the use of plain language in drafting rules, and with use in
national and international standards and some Federal regulations. This facilitates
making changes to the definitions as they become necessary in subsequent editions of
the Food Code. The intent of the definitions to be binding in terms of the application
and interpretation of the Code is clearly stated in Chapter 1.

Accredited Program.
Refer to the definition for Accredited Program in §1-201.10 (B)(3).

Food protection manager certification occurs when individuals demonstrate through a
certification program that they have met specified food safety knowledge standards.

Food protection certification program accreditation occurs when certification
organizations demonstrate through an accreditation program that they have met
specified program standards.
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Accreditation is a conformity assessment process through which organizations that
certify individuals may voluntarily seek independent evaluation and listing by an
accrediting agency based upon the certifying organization=s meeting program
accreditation standards. Such accreditation standards typically relate to such factors as
the certifying organization's structure, mission, policies, procedures, and the
defensibility of its examination processes. These standards are intended to affirm or
enhance the quality and credibility of the certification process, minimize the potential for
conflicts of interest, ensure fairness to candidates for certification and others, and
thereby increase public health protection.

Program accreditation standards known to be relevant to food protection manager
certification programs include those contained in the Standards for Accreditation of
Food Protection Manager Certification Programs available from the Conference for
Food Protection, 2792 Miramar Lane, Lincoln, CA 95648 and found at
http://www.foodprotect.org/

Allowing food protection managers to demonstrate their required food safety knowledge
"through passing a test that is part of an accredited program" is predicated on the fact
that their credentials have been issued by certifying organizations that have
demonstrated conformance with rigorous and nationally recognized program standards.

Egg.

The definition of egg includes avian species’ shell eggs known to be commercially
marketed in the United States. Also included are the eggs of quail and ratites such as
ostrich.

Not included are baluts. Baluts are considered a delicacy among Philippine and
Vietnamese populations. They are derived from fertile eggs, typically duck eggs,
subjected to incubation temperatures for a period of time less than necessary for the
embryo to hatch resulting in a partially formed embryo within the shell. Under the Egg
Products Inspection Act (EPIA), an egg is typically considered adulterated if it has been
subjected to incubation. However, in 9 CFR 590.5, baluts are specifically exempted
from inspection as eggs under the EPIA.

In producing baluts, fertile duck eggs are incubated for approximately 18 days at a
temperature of 42.5°C (108.5°F) in incubators with a relatively high humidity. (Complete
development and hatching would take place in 28 days.) Under these conditions, the
potential for growth of transovarian Salmonella organisms such as S. Enteritidis within
the shell, and the potential for an increase in pathogenic microflora on the shell itself,
are increased. Where chicken eggs are used in preparing baluts, the incubation period
may only be 14 days at an incubation temperature of 37°C (99°F). A balut is a
time/temperature control for safety food subject to time/temperature management
including proper cooking and hot and cold holding. Baluts are typically boiled and
packed in salt before sale or service.
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Also, not included in this definition are the eggs of reptile species such as alligators and
turtles. Alligator eggs are available for sale in some parts of the southern United States.
In restaurants, the menu item “Alligator Eggs” is sometimes made of alligator egg, but
other times is simply a fanciful name for a menu item that may include seafood items
such as shrimp, but contains no alligator egg.

Sea turtle eggs have been consumed in Asian and Latin American Countries. However,
turtle eggs are not mentioned in the definitions section because sea turtles
(Loggerhead, East Pacific Green, Leatherback, Hawksbill, Kemp’s Ridley, and Olive
Ridley) are protected by The Endangered Species Act of 1973 and therefore may not be
sold or consumed. This Act, with respect to turtle eggs, is enforced by the United
States Department of Interior, U.S. Fish and Wildlife Service, Washington, DC.

Food establishment and food processing plant.

Food Establishment and a food processing plant located within the same
premises of a food establishment

Some food businesses perform operations that provide food directly to consumers as a
“Food Establishment,” and also supply food to other business entities as a “Food
Processing Plant.” Within such a business, those operations that provide food directly
to consumers only should be considered part of a “Food Establishment” for the
purposes of applying the Food Code while those operations that supply food to other
business entities may be subject to other rules and regulations that apply to “Food
Processing Plants”. It is essential that the permit holder and persons in charge be aware
that regulatory requirements and the appropriate operational practices for “Food
Establishments” may differ from those for “Food Processing Plants.”

Some facilities and functions may be subject to different regulatory requirements
depending on whether that facility or function is regulated as a “Food Establishment” or
as a “Food Processing Plant”, or both. Those facilities and functions within a business
that are shared by both the “Food Establishment” and “Food Processing Plant”
operations, e.g., refrigeration units, dressing room and toilet facilities, food equipment,
water and waste systems, pest control, might be subject to similar regulatory
requirements. The Food Code is intended to apply to “food establishments”.

Packaged.

The definition of “packaged” was revised in (2) to clarify when foods packaged at retail
need not be labeled.

Refer to Public Health Reasons for Food Labels §3-602.11.
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Time/Temperature Control for Safety Food

Time Temperature Control for Safety Food (TCS) is defined in terms of whether or not it
requires time/temperature control for safety to limit pathogen growth or toxin formation.
The term does not include foods that do not support growth but may contain a
pathogenic microorganism or chemical or physical food safety hazard at a level
sufficient to cause foodborne illness or injury. The progressive growth of all foodborne
pathogens is considered whether slow or rapid.

The definition of TCS food takes into consideration pH, aw, pH and aw interaction, heat
treatment, and packaging for a relatively simple determination of whether the food
requires time/temperature control for safety. If the food is heat-treated to eliminate
vegetative cells, it needs to be addressed differently than a raw product with no, or
inadequate, heat treatment. In addition, if the food is packaged after heat treatment to
destroy vegetative cells and subsequently packaged to prevent re-contamination, higher
ranges of pH and/or aw can be tolerated because remaining spore-forming bacteria are
the only microbial hazards of concern. While foods will need to be cooled slightly to
prevent condensation inside the package, they must be protected from contamination in
an area with limited access and packaged before temperatures drop below 57°C
(135°F). In some foods, it is possible that neither the pH value nor the aw value is low
enough by itself to control or eliminate pathogen growth; however, the interaction of pH
and aw may be able to accomplish it. This is an example of a hurdle technology. Hurdle
technology involves several inhibitory factors being used together to control or eliminate
pathogen growth, when they would otherwise be ineffective if used alone. When no
other inhibitory factors are present and the pH and/or aw values are unable to control or
eliminate bacterial pathogens which may be present, growth may occur and foodborne
outbreaks result. Cut melons, cut tomatoes, and cut leafy greens are examples where
intrinsic factors are unable to control bacterial growth once pathogens are exposed to
the cellular fluids and nutrients after cutting.

In determining if time/temperature control is required, combination products present
their own challenge. A combination product is one in which there are two or more
distinct food components and an interface between the two components may have a
different property than either of the individual components. A determination must be
made about whether the food has distinct components such as pie with meringue
topping, focaccia bread, meat salads, or fettuccine alfredo with chicken or whether it
has a uniform consistency such as gravies, puddings, or sauces. Inthese products, the
pH at the interface is important in determining if the item is a TCS food.

A well designed inoculation study or other published scientific research should be used
to determine whether a food can be held without time/temperature control when:

e process technologies other than heat are applied to destroy foodborne
pathogens (e.g., irradiation, high pressure processing, pulsed light, ozonation);
e combination products are prepared; or
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e other extrinsic factors (e.g., packaging/atmospheres) or intrinsic factors (e.g.,
redox potential, salt content, antimicrobials) are used to control or eliminate
pathogen growth.

Before using Tables A and B in paragraph 1-201.10(B) of the definition for
“time/temperature control for safety food” in determining whether a food requires
time/temperature control for safety (TCS), answers to the following questions should be
considered:

e Is the intent to hold the food without using time or temperature control?
o If the answer is No, no further action is required. The decision tree later in
this Annex is not needed to determine if the item is a TCS food.

e Is the food raw, or is the food heat-treated?

e Does the food already require time/temperature control for safety by definition in
paragraph 1-201.10(B)?

e Does a product history with sound scientific rationale exist indicating a safe
history of use?

e Isthe food processed and packaged so that it no longer requires TCS such as
ultra high temperature (UHT) creamers or shelf-stable canned goods?

e What s the pH and aw of the food in question using an independent laboratory
and Association of Official Analytical Chemists (AOAC) methods of analysis?

A food designated as product assessment required (PA), in either table should be
considered TCS Food until further study proves otherwise. The PA means that based
on the food’s pH and aw and whether it was raw or heat-treated or packaged, it has to
be considered TCS until inoculation studies or some other acceptable evidence shows
that the food is a TCS food or not. The Food Code requires a variance request to the
regulatory authority with the evidence that the food does not require time/temperature
control for safety.

The Food Code definition designates certain raw plant foods as TCS food because they
have been shown to support the growth of foodborne pathogens in the absence of
temperature control and to lack intrinsic factors that would inhibit pathogen growth.
Unless product assessment shows otherwise, these designations are supported by
Tables A and B. For example:

For cut cantaloupe (pH 6.2-7.1, aw > 0.99, not heat-treated),. fresh sprouts (pH > 6.5, aw
> 0.99, not heat-treated), and cut tomatoes (pH 4.23 — 5.04, aw > 0.99, not heat-treated),
Table B indicates that they are considered TCS Foods unless a product assessment
shows otherwise. Maintaining these products under the temperature control
requirements prescribed in this code for TCS food will limit the growth of pathogens that
may be present in or on the food and may help prevent foodborne iliness.
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If a facility adjusts the pH of a food using vinegar, lemon juice, or citric acid for purposes
other than flavor enhancement, a variance is required under  3-502.11(C). A HACCP
plan is required whether the food is a TCS food as in subparagraph 3-502.11 (C)(1) or
not a TCS food, as in subparagraph 3-502.11(C)(2). A standardized recipe validated by
lab testing for pH and awwould be an appropriate part of the variance request with
annual (or other frequency as specified by the regulatory authority) samples tested to
verify compliance with the conditions of the variance.

More information can be found in the Institute of Food Technologists (IFT) Report,
“Evaluation and Definition of Potentially Hazardous Foods” at
http://www.fda.gov/Food/FoodScienceResearch/SafePracticesforFoodProcesses/ucm0
94141 .htm

Instructions for using the following Decision Tree and Table A and Table B:

1. Does the operator want to hold the food without using time or temperature control?

a. No — Continue holding the food at <5°C(41°F) or 257°C(135°F) for safety
and/or quality.

b. Yes — Continue using the decision tree to identify which table to use to
determine whether time/temperature control for safety (TCS) is required.

2. Is the food heat-treated?

a. No — The food is either raw, partially cooked (not cooked to the temperature
specified in section 3-401.11 of the Food Code) or treated with some other
method other than heat. Proceed to step #3.

b. Yes - If the food is heat-treated to the required temperature for that food as
specified under section 3-401.11 of the Food Code, vegetative cells will be
destroyed although spores will survive. Proceed to step #4.

3. Is the food treated using some other method?

a. No —The food is raw or has only received a partial cook allowing vegetative
cells and spores to survive. Proceed to step #6.

b. Yes - If a method other than heat is used to destroy pathogens such as
irradiation, high pressure processing, pulsed light, ultrasound, inductive
heating, or ozonation, the effectiveness of the process needs to be validated
by inoculation studies or other means. Proceed to step #5.

4. Is it packaged to prevent re-contamination?

a. No — Re-contamination of the product can occur after heat treatment because
it is not packaged. Proceed to step #6.

b. Yes - If the food is packaged immediately after heat treatment to prevent re-
contamination, higher ranges of pH and/or aw can be tolerated because
spore-forming bacteria are the only microbial hazard. Proceed to step #7.

5. Further product assessment or vendor documentation required.

a. The vendor of this product may be able to supply documentation that
inoculation studies indicate the food can be safely held without
time/temperature control for safety.
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b. Food prepared or processed using new technologies may be held without
time/temperature control provided the effectiveness of the use of such
technologies is based on a validated inoculation study.

6. Using the food’s known pH and/or aw values, position the food in the appropriate
table.

a. Choose the column under “pH values” that contains the pH value of the food
in question.

b. Choose the row under “aw values” that contains the aw value of the food in
guestion.

c. Note where the row and column intersect to identify whether the food is “non-
TCS food” and therefore does not require time/temperature control, or
whether further product assessment (PA) is required. Other factors such as
redox potential, competitive microorganisms, salt content, or processing
methods may allow the product to be held without time/temperature control
but an inoculation study is required.

7. Use Table A for foods that are heat-treated and packaged OR use Table B for foods
that are not heat-treated or heat-treated but not packaged.
8. Determine if the item is non-TCS or needs further product assessment (PA).
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1-201.10(B) Decision Tree #1 — Using pH, aw, or the Interaction of pH and aw to
Determine if a Food Requires Time/Temperature Control for Safety

#1 Does the operator want to hold the food without using time or

temperature control?

|
No

W

No further action required

#3 Is the food treated using
some other method?

Yes

W
#2 Is the food heat-
treated?

No Yes

v

No Yes

W W

#4 |s it packaged to prevent
recontamination?

#5 Further PA or vendor
documentation required.

No Yes

W W

#7 Use Table B

#6 Using the food’s known
pH and/or a,, values,
position the food in the
appropriate table.

#7 Use Table A

Non-TCS Product
Food may be Assessment
held out of Further PA or
temperature or vendor
time control and documentation
is considered required.
shelf stable.

MNon-TCS Product
Food may be Assessment
held out of Further PA or
temperature or vendor
time control and documentation
is considered required.
shelf stable.
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1-201.10(B) — Table A and Table B

Table A. Interaction of PH and Awfor control of spores in FOOD heat-treated to
destroy vegetative cells and subsequently PACKAGED

aw values pH: 4.6 or less pH: >4.6-5.6 pH: >5.6
<0.92 non-TCS FooD* non-TCS FOOD non-TCS FOOD
>0.92-0.95 non-TCS FOOD non-TCS FOOD PA**
>0.95 non-TCS FOOD PA PA

* TCS FOOD means TIME/TEMPERATURE CONTROL FOR SAFETY FOOD
** PA means Product Assessment required

Table B. Interaction of PH and Aw for control of vegetative cells and spores in
FOOD not heat-treated or heat-treated but not PACKAGED

Aw values pH: <4.2 pH: 42-4.6 |pH:>4.6-5.0 pH: >5.0
<0.88 non-TCS food* | non-TCS food non-TCS food non-TCS food
0.88 — 0.90 non-TCS food non-TCS non-TCS food PA**
food
>0.90-0.92 non-TCS food non-TCS PA PA
food
> 0.92 non-TCS food PA PA PA
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Chapter 2 Management and Personnel

Responsibility 2-101.11 Assignment.

Designation of a person in charge during all hours of operations ensures the continuous
presence of someone who is responsible for monitoring and managing all food
establishment operations and who is authorized to take actions to ensure that the
Code's objectives are fulfilled. During the day-to-day operation of a food establishment,
a person who is immediately available and knowledgeable in both operational and Code
requirements is needed to respond to questions and concerns and to resolve problems.

In cases where a food establishment has several departments on the premises (e.g., a
grocery store with deli, seafood, and produce departments) and the regulatory authority
has permitted those departments individually as separate food establishments, it may
be unnecessary from a food safety standpoint to staff each department with a separate
Person in Charge during periods when food is not being prepared, packaged or served.
While activities such as moving food products from a refrigerated display case to the
walk-in refrigerator, cleaning the floors, or doing inventory when the department is not
busy, do take place during these times, a designated Person in Charge for multiple
departments or the entire facility can oversee these operations and be ready to take
corrective actions if necessary.

Knowledge 2-102.11 Demonstration.

The designated person in charge who is knowledgeable about foodborne disease
prevention, Hazard Analysis and Critical Control Point (HACCP) principles, and Code
requirements is prepared to recognize conditions that may contribute to foodborne
illness or that otherwise fail to comply with Code requirements, and to take appropriate
preventive and corrective actions.

There are many ways in which the person in charge can demonstrate competency.
Many aspects of the food operation itself will reflect the competency of that person. A
dialogue with the person in charge during the inspection process will also reveal
whether or not that person is enabled by a clear understanding of the Code and its
public health principles to follow sound food safety practices and to produce foods that
are safe, wholesome, unadulterated, and accurately represented.

The Food Code does not require reporting of uninfected cuts or reporting of covered,
protected infected cuts/lesions/boils since no bare hand contact with ready-to-eat (RTE)
food is a Code requirement.
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2-102.12 Certified Food Protection Manager

The increasing complexity of the food industry, the improved ability to identify/trace
foodborne outbreaks and other economic, staffing, cultural and behavioral challenges
make it imperative that food protection managers know and control the risk factors that
impact the safety of the food they sell or serve. Food protection managers have an
important role in formulating policies, verifying food employees carry out these policies,
and communicating with these same employees to give information about
recommended practices to reduce the risk of foodborne illness. A Centers for Disease
Control and Prevention Environmental Health Specialist-Network (EHS-Net) study
suggests that the presence of a certified food protection manager reduces the risk for a
foodborne outbreak for an establishment and was a distinguishing factor between
restaurants that experienced a foodborne illness outbreak and those that had not.

FDA's Retail Food Risk Factor Studies suggest that the presence of a certified manager
has a positive correlation with more effective control of certain risk factors, such as poor
personal hygiene, in different facility types.

There are a number of state and local agencies that currently mandate food protection
manager certification. It is appropriate for State and local agencies, by way of codes
and ordinances or by policy to establish criteria for what types of permitted
establishments could be exempt from the mandatory manager certification requirement
and for determining the conditions under which the minimum number of certified food
protection managers must be some number greater than one.

Factors to consider when establishing such criteria include:
e the size and scope of the operation;
the hours of operation;,
the types of foods sold or served;
the extent to which food is prepared on site;
the number of staff,
type of population served, e.g. highly susceptible or not; and
the number of meals served.

2-102.20 Food Protection Manager Certification.

Many food protection manager certification programs have shared a desire to have the
food manager certificates they issue universally recognized and accepted by others —
especially by the increasing number of regulatory authorities that require food manager
certification.

Needed has been a mechanism for regulatory authorities to use in determining which
certificates should be considered credible based on which certificate issuing programs
meet sound organizational and certification procedures and use defensible processes in
their test development and administration.
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After a multi-year effort involving a diversity of stakeholder groups, the Conference for
Food Protection (CFP) completed work on its Standards for Accreditation of Food
Protection Manager Certification Programs found at:
http://www.foodprotect.org/food-protection-manager-certification/. In 2002 the
Conference entered into a cooperative agreement with the American National
Standards Institute (ANSI) to provide independent third-party evaluation and
accreditation of certification bodies determined to be in conformance with these
Conference standards. ANSI published its first listing of accredited certifiers in 2003.

The Acting Commissioner of the Food and Drug Administration, in his address before
the 2004 biennial meeting of the Conference for Food Protection, commended this
Conference achievement and encouraged universal acceptance based on the
CFP/ANSI accreditation program.

Distributed at this meeting was the following letter addressed to the Conference Chair
and signed by the Director of FDA’s Center for Food Safety and Applied Nutrition. The
letter puts forth the Agency’s basis for its support of universal acceptance of food
protection manager certifications.

“The 2004 biennial meeting of the Conference for Food Protection is a
fitting occasion for FDA'’s Center for Food Safety and Applied Nutrition to
commend the Conference for its significant achievements in support of
State and local food safety programs.

The FDA in a Memorandum of Understanding recognizes the Conference
for Food Protection as a voluntary national organization qualified to
develop standards to promote food protection. Conference
recommendations contribute to improvements in the model FDA Food
Code and help jurisdictions justify, adopt and implement its provisions.

Conference mechanisms involving active participation by representatives
of diverse stakeholder groups produce consensus standards of the
highest quality. An excellent example is the Conference’s Standards for
Accreditation of Food Protection Manager Certification Programs,
and its announcement of the new on-line listing of accredited certifiers of
industry food protection managers. Many years in their development,
these Conference standards identify the essential components necessary
for a credible certification program. Components cover a wide range of
requirements such as detailed criteria for exam development and
administration, and responsibilities of the certification organization to
candidates and the public.

FDA applauds the Conference for this significant achievement, and
encourages agencies at all levels of government to accept certificates
issued by listed certifiers as meeting their jurisdictions’ food safety
knowledge and certification requirements. The American National
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Standards Institute (ANSI) has independently evaluated these certification
programs under an agreement with the Conference for Food Protection.
Governments and industry widely recognize and respect ANSI as an
accrediting organization. ANSI has found certifiers it lists as accredited
(http://www.ansi.org/) under “conformity assessment” — “personnel
certification accreditation” to conform to the Conference’s Standards for
Accreditation of Food Protection Manager Certification Programs.*

The Food Code states the person in charge of a food establishment is
accountable for developing, carrying out, and enforcing procedures aimed
at preventing food-borne illness. Section 2-102.11 states that one means
by which a person in charge may demonstrate required knowledge of food
safety is through certification as a food protection manager by passing an
examination that is part of an accredited program.**

FDA encourages food regulatory authorities and others evaluating
credentials for food protection managers to recognize the Conference for
Food Protection/ANSI means of accrediting certification programs. This
procedure provides a means for universal acceptance of individuals who
successfully demonstrate knowledge of food safety. The procedure
provides officials assurance that food safety certification is based on valid,
reliable, and legally defensible criteria. In addition, universal acceptance
eliminates the inconvenience and unnecessary expense of repeating
training and testing when managers work across jurisdictional boundaries.

FDA, along with State, local, tribal, and other Federal agencies and the
food industry, share the responsibility for ensuring that our food supply is
safe. It is anticipated that this new Conference for Food Protection/ANSI
program will lead to enhanced consumer protection, improve the overall
level of food safety, and be an important component of a seamless
national food safety system.”

Duties 2-103.11 Person in Charge.

A primary responsibility of the person in charge is to ensure compliance with Code
requirements. Any individual present in areas of a food establishment where food and
food-contact items are exposed presents a potential contamination risk. By controlling
who is allowed in those areas and when visits are scheduled and by assuring that all
authorized persons in the establishment, such as delivery, maintenance and service

*The ANSI-CFP Accreditation Program list of accredited organizations utilizing the Conference for Food Protection
(CFP) Standards may be viewed on-line by going to:
https://www.ansica.org/wwwversion2/outside/ALLdirectoryListing.asp?menulD=8&prglD=8&status=4

** Accredited program does not refer to training functions or educational programs.
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personnel, and pest control operators, comply with the Code requirements, the person
in charge establishes an important barrier to food contamination.

Tours of food preparation areas serve educational and promotional purposes; however,
the timing of such visits is critical to food safety. Tours may disrupt standard or routine
operational procedures, and the disruption could lead to unsafe food. By scheduling
tours during nonpeak hours the opportunities for contamination are reduced.

When food and other purchased goods are delivered and placed into designated
locations within the food establishment during non-operating hours, the Person in
Charge must make sure food employees inspect such product and verify that it is from
the appropriate supplier, is in the desired condition, and was delivered to a proper
storage location. Distributors deliver and place food and other goods in refrigeration
units, freezers, and dry storage areas for confirmation of receipt and inspection by
employees immediately upon arrival to the food establishment. Distributors contracted
by the food establishment are often given a key to allow access into the establishment
outside of normal working hours. Upon delivery, all food must be appropriately stored in
a safe and secure manner within the food establishment. For example,
time/temperature control for safety foods must be stored within refrigeration units and
held at temperatures of 41°F or below. Likewise, if the food product is frozen, it must be
placed into the freezer.

To minimize the potential for access to the food establishment and the food by an
unauthorized person, precautions should be applied overall to the food establishment
and especially when access to the facility is made under key access deliveries.
Additional information on food defense can be viewed at:
http://www.fda.gov/Food/FoodDefense/default.htm

An important duty of the Person in Charge is to make sure that any required
temperatures are achieved or maintained when foods are cooked, cooled or held in a
food establishment. By making it a duty of the Person in Charge to ensure that
employees are monitoring food temperatures to verify the critical temperature limits, the
likelihood of temperature abuse is reduced. This includes oversight of temperature
monitoring to ensure: 1) that animal foods are being cooked to the required minimum
temperatures to prevent the survival of pathogens that may be present (2-103.11(G));
2) that cooked foods are being cooled rapidly to ensure that the growth of bacterial
pathogens and toxin production is prevented (2-103.11(H)); and 3) that foods that
require temperature control for safety are being held at temperatures that adequately
prevent pathogen growth and toxin production (new 2-103.11(1)).

Food allergy is an increasing food safety and public health issue, affecting
approximately 4% of the U.S. population, or twelve million Americans. Restaurant and
retail food service managers need to be aware of the serious nature of food allergies,
including allergic reactions, anaphylaxis, and death; to know the eight major food
allergens; to understand food allergen ingredient identities and labeling; and to avoid
cross-contact during food preparation and service. The 2008 Conference of Food
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Protection (CFP) passed Issue 2008-111-006 which provided that food allergy awareness
should be a food safety training duty of the Person in Charge. Accordingly, the Person
in Charge’s Duties under paragraph (M) were amended to assure the food safety
training of employees includes food allergy awareness in order for them to safely
perform duties related to food allergies.

Paragraph (N) “EMPLOYEES are properly trained in FooD safety, including food allergy
awareness, as it relates to their assigned duties” allows industry to develop and
implement operational-specific training programs for food employees. It is not intended
to require that all food employees pass a test that is part of an accredited program.

Paragraph (O) emphasizes the important role the Person in Charge (PIC) has in making
sure employees properly report certain information about their health status as it relates
to diseases that are transmitted by food. In an effort to reinforce dialogue between food
employees and the PIC, there must be a way to verify that food employees and
conditional employees are informed of their responsibility to report such information.
Examples of ways to verify that employees have been appropriately informed include:

e The ability to provide documentation that all food employees and conditional
employees are informed of their responsibility to report to management, such as
completion of Form 1-B, “Conditional Employees or Food Employees Reporting
Agreement” in Annex 7 or other similar state or local forms containing the same
information;

e Presenting evidence such as curriculum and attendance rosters documenting
that each employee has completed a training program which includes all the
information required for reporting in Form 1-B;

e Implementation of an employee health policy that includes a system of employee
notification using a combination of training, signs, pocket cards or other means to
convey all the required information (Refer to Annex 3, 2-201 Infected Food
Employees and Conditional Employees Practical Applications of Using Subpart
2-201, for further guidance);
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e Other methods that satisfactorily demonstrate that all food employees and
conditional employees are informed of their responsibility to report to the PIC
information about their health and activities as it relates to diseases that are
transmissible through food, as specified under 12-201.11 (A)

In various places throughout the Code, it is specified that either written operating
procedures or operational plans be developed. The link between management
responsibility for developing and implementing the procedures or plans is now
established as a new duty for the Person in Charge (PIC). This new provision does not
establish new requirements in the development of plans or procedures; rather it
emphasizes the importance of the role the PIC plays in ensuring active managerial
control of the food establishment with the development and implementation of plans
and/or procedures as specified in this Code. Examples of Code provisions that call for
the development of plans or procedures can be found in: 82-501.11, 1¥3-301.11(D) and
3-401.14 (F), 88 3-501.19, and 5-205.14. Ultimately, responsibility for food safety at the
retail level lies with retail and food service operators and their ability to develop and
maintain effective food safety management systems. There are many tools that
industry can use to develop an effective system to achieve active managerial control of
foodborne illness risk factors. An important tool in controlling risk factors inherent in a
food establishment is the development and implementation of written procedures or
plans.

(Also refer to Annex 4 — Management of Food Safety Practices (1) (D) for further
information).

2-2 Employee Health
Overall goals

The purpose of this section of the Food Code is to reduce the likelihood that certain viral
and bacterial agents will be transmitted from infected food employees into food. The
agents of concern are known to be readily transmissible via food that has been
contaminated by ill food employees, and so for that reason, are the primary focus of the
Employee Health section of the Food Code. However, there are different levels of risk
associated with different levels of clinical illness. The structure of the restrictions and
exclusions has, therefore, been designed in a tiered fashion depending on the clinical
situation to offer the maximum protection to public health with the minimal disruption to
employees and employers.

Four levels of iliness or potential illness have been identified with the first level being the
highest potential risk to public health and the fourth level being the lowest. The first
level relates to employees who have specific symptoms (e.g., vomiting, diarrhea,
jaundice) while in the workplace. These symptoms are known to be associated
commonly with the agents most likely to be transmitted from infected food employees
through contamination of food. The first level also relates to employees who have been
diagnosed with typhoid fever or an infection with hepatitis A virus (within 14 days of
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symptoms). The second level relates to employees who have been diagnosed with the
specific agents that are of concern, but who are not exhibiting symptoms of disease
because their symptoms have resolved. The third level relates to employees who are
diagnosed with the specific agents, but never develop any gastrointestinal symptoms.
The fourth level relates to those individuals who are clinically well but who may have
been exposed to a listed pathogen and are within the normal incubation period of
disease.

The most significant degree of restriction and exclusion applies to the first level of food
employee illness. Infected food employees in the first level are likely to be excreting
high levels of their infectious pathogen, increasing the chance of transmission to food
products, and thus on to those consuming the food. The first level includes food
employees who are:

Experiencing active symptoms of diarrhea or vomiting — with no diagnosis,
Experiencing jaundice within the last 7 days-- with no diagnosis,
Diagnosed with typhoid fever,
Diagnosed with hepatitis A within 7 days of jaundice or 14 days of any
symptoms, or
e Experiencing active symptoms of diarrhea or vomiting, and diagnosed with
Norovirus, E. coli O157:H7 or other Shiga toxin-producing Escherichia coli
(STEC), Shigella spp. infection, or nontyphoidal Salmonella.

Diagnosis with typhoid fever or hepatitis A virus is included in level 1 because
employees diagnosed with these pathogens are likely to be shedding high levels of the
pathogen in their stool without exhibiting gastrointestinal symptoms. Peak levels of
hepatitis A viral shedding in the feces typically occurs before symptoms appear.
Diarrhea and vomiting are reliable i