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1. UNITED STATES CODE AND CODE OF FEDERAL REGULATIONS

The Food Code makes frequent reference to federal statutes contained in the United States
Code (USC) and the Code of Federal Regulations (CFR). Copies of the USC and CFR can
be viewed and copied at government depository libraries or may be purchased as follows.

(A) Viewing and Copying the USC or CFR
(1) Government Depository Library

The USC and CFR are widely available for reference and viewing in some 1400
"depository libraries" located throughout the United States. A Directory of U.S.
Government Depository Libraries is published by the Joint Committee on Printing of the
United States Congress and is available through the Superintendent of Documents,
U.S. Government Printing Office. This publication lists all depository libraries by state,
city, and congressional district.

Persons may also obtain information about the location of the depository library nearest
to them by contacting:

Library Programs Service, SL

U.S. Government Printing Office
North Capitol & H Streets, NW
Washington, DC 20401

(202) 512-1114, FAX (202) 512-1432

(2) Internet World Wide Web Information System

The CFR are available on-line in downloadable form through the Internet World Wide
Web information system. Two sources are:
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(a) The National Archives and Records Administration

Copies of Federal Regulations - Retrieve CFR by Citation

Provided through the Government Printing Office Web Site - GPO Inet Services
http://www.access.gpo.gov/nara/cfr/cfr-retrieve.html#pagel

(b) The U.S. House of Representatives

Internet Law Library

Code of Federal Regulations (Searchable)

http://law.house.gov/cfr.ntm

(B) Purchasing Portions of the USC or CFR

Persons wishing to purchase relevant portions of the USC or CFR may do so by

writing: or by calling:
Superintendent of Documents (New Orders) (202)512-1800 from 7:30 a.m.
U.S. Government Printing Office to 5:00 p.m. easter time,
P.O. Box 371954 Monday-Friday (except
Pittsburgh, PA 15250-7954; holidays. Orders may be

charged to Discover/Novus,
MasterCard or Visa.

(C) USC as it Relates to the Code Definition of "Adulterated"
This language has been retyped as accurately as possible and inserted in the Food Code
Annex for informational purposes. For legal purposes, use only language taken directly from
the United States Code (USC).
21 USC Sec.342
Title 21 - Food and Drugs
Chapter 9 - Federal Food, Drug and Cosmetic Act
Subchapter IV - Food
ADULTERATED FOOD
Sec. 402 [342]
A food shall be deemed to be adulterated -

(a) Poisonous, insanitary, etc., ingredients

(1) If it bears or contains any poisonous or deleterious substance which may render it
injurious to health; but in case the substance is not an added substance such food shall not
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be considered adulterated under this clause if the quantity of such substance in such food
does not ordinarily render it injurious to health; or

(2)(A) if it bears or contains any added poisonous or added deleterious substance
(other than a substance that is a pesticide chemical residue in or on a raw agricultural
commodity or processed food, a food additive, a color additive, or a new animal drug) that is
unsafe within the meaning of section 406; or (B) if it bears or contains a pesticide chemical
residue that is unsafe within the meaning of section 408(a); or ( C) if it is or if it bears or
contains (I) any food additive that is unsafe within the meaning of section 409; or (ii) a new
animal drug (or conversion product thereof) that is unsafe within the meaning of section 512;
or

(3) if it consists in whole or in part of any filthy, putrid, or decomposed substance, or if
it is otherwise unfit for food; or (4) if it has been prepared, packed or held under insanitary
conditions whereby it may have become contaminated with filth, or whereby it may have
been rendered injurious to health; or (5) if it is, in whole or in part, the product of a diseased
animal or of an animal which has died otherwise than by slaughter; or (6) if its container is
composed, in whole or in part, of any poisonous or deleterious substance which may render
the contents injurious to health; or (7) if it has been intentionally subjected to radiation,
unless the use of the radiation was in conformity with a regulation or exemption in effect
pursuant to section 348 of this title.
(b) Absence, substitution, or addition of constituents

(1) If any valuable constituent has been in whole or in part omitted or abstracted
therefrom; or (2) if any substance has been substituted wholly or in part therefor; or (3) if
damage or inferiority has been concealed in any manner; or (4) if any substance has been
added thereto or mixed or packed therewith so as to increase its bulk or weight, or reduce its
quality or strength, or make it appear better or of greater value than it is.
(c) Color additives

If it is, or it bears or contains, a color additive which is unsafe within the meaning of section
379e(a) of this title.

(d) Confectionery containing alcohol or nonnutritive substance

If it is confectionery, and -

(1) has partially or completely imbedded therein any nonnutritive object, except that this
subparagraph shall not apply in the case of any nonnutritive object if, in the judgment of the
Secretary as provided by regulations, such object is of practical functional value to the
confectionery product and would not render the product injurious or hazardous to health;

(2) bears or contains any alcohol other than alcohol not in excess of one-half of 1 per
centum by volume derived solely from the use of flavoring extracts, except that this clause
shall not apply to confectionery which is introduced and delivered for introduction into, or
received or held for sale in, interstate commerce if the sale of such confectionery is permitted
under the laws of the State in which such confectionery is intended to be offered for sale;

(3) bears or contains any nonnutritive substance, except that this subparagraph shall not
apply to a safe nonnutritive substance which is in or on a confectionery by reason of its use
for some practical functional purpose in the manufacture, packaging, or storage of such
confectionery if the use of the substance does not promote deception of the consumer or
otherwise result in adulteration or misbranding in violation of any provision of this chapter,
except that the Secretary may, for the purpose of avoiding or resolving uncertainty as to the
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application of this subparagraph, issue regulations allowing or prohibiting the use of
particular nonnutritive substances.
(e) Oleomargarine containing filthy, putrid, etc., matter

If it is oleomargarine or margarine or butter and any of the raw material used therein
consisted in whole or in part of any filthy, putrid, or decomposed substance, or such
oleomargarine or margarine or butter is otherwise unfit for food.

(f) Dietary supplement or ingredient: safety
() If it is a dietary supplement or contains a dietary ingredient that -
(A) presents a significant or unreasonable risk of illness or injury under -
(i) conditions of use recommended or suggested in labeling,
or
(i) if no conditions of use are suggested or recommended in the labeling, under ordinary
conditions of use;

(B) is a new dietary ingredient for which there is inadequate information to provide
reasonable assurance that such ingredient does not present a significant or unreasonable
risk of illness or injury;

( C) The Secretary declares to pose an imminent hazard to public health or safety, except
that the authority to make such declaration shall not be delegated and the Secretary shall
promptly after such a declaration initiate a proceeding in accordance with sections 554 and
556 of title 5 to affirm or withdraw the declaration; or

(D) is or contains a dietary ingredient that renders it adulterated under paragraph (a) (1)
under the conditions of use recommended or suggested in the labeling of such dietary
supplement.

In any proceeding under this subparagraph, the United States shall bear the burden of proof
on each element to show that a dietary supplement is adulterated. The court shall decide
any issue under this paragraph on a de novo basis.

(2) Before the Secretary may report to a United States attorney a violation of paragraph
(FOOTNOTE 3) (1) (A) for a civil proceeding, the person against whom such proceeding
would be initiated shall be given appropriate notice and the opportunity to present views,
orally and in writing, at least 10 days before such notice, with regard to such proceeding.
(FOOTNOTE 3) So in original. Probably should be “subparagraph” .

(g) Dietary supplement: manufacturing practices

(1) If it is a dietary supplement and it has been prepared, packed, or held under conditions
that do not meet current good manufacturing practice regulations, including regulations
requiring, when necessary, expiration date labeling, issued by the Secretary under
subparagraph (2).

(2) the Secretary may by regulation prescribe good manufacturing practices for dietary
supplements. Such regulations shall be modeled after current good manufacturing practice
regulations for food and may not impose standards for which there is no current and
generally available analytical methodology. No standard of current good manufacturing
practice may be imposed unless such standard is included in a regulation promulgated after
notice and opportunity for comment in accordance with chapter 5 of title 5, United States
Code.

(As amended by 104th Congress, Fall, 1996.)
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Annex

3 Public Health Reasons/
Administrative Guidelines

CHAPTER 2 MANAGEMENT AND PERSONNEL
CHAPTER 3 FOOD

CHAPTER 4 EQUIPMENT, UTENSILS, AND LINENS
CHAPTER 5 WATER, PLUMBING, AND WASTE
CHAPTER 6 PHYSICAL FACILITIES

CHAPTER 7 POISONOUS OR TOXIC MATERIALS

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.

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.
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The effectiveness of the person in charge in protecting the health of the consumer is
evidenced by the person's ability to apply the required knowledge to the establishment's
operations by designing and implementing procedures that ensure continued compliance
with the Code.

Status of "Universally Acceptable” Manager Knowledge Certificate

In 1993 the "job knowledge" and "management responsibilities" recommendations of the
Conference for Food Protection (CFP) were incorporated into the Food Code’s Management
and Personnel Chapter. These provisions appear under "Supervision" as
Knowledge/Demonstration and Duties/Person in Charge.

Not included in the Food Code, to date, is a needed mechanism to facilitate universal
acceptance of food manager certificates by food regulatory authorities as a means of
demonstrating a manager’s knowledge. FDA has expressed its desire and intent to add a
Food Code provision containing criteria for universal acceptance as soon as the Agency and
other stakeholders reach consensus on the criteria.

Presently there are a wide variety of industry management training and certification
programs being offered by regulatory agencies, academic institutions, food companies,
industry groups and "third-party” organizations. Most certification programs share a common
desire to have the food manager certificate they issue universally recognized and accepted
by others - especially by the increasing number of regulatory authorities that require food
manager certification.

Certification programs vary significantly in focus and primary mission of sponsors,
organizational structures, staff resources, revenue sources, testing mechanisms, policies
toward applicants and employers of food managers, and policies pertaining to such things as
public information, criteria for maintaining certification, and the need for recertification.
Where courses are offered, they vary in scope, content, depth and duration, quality of
instructional materials, qualifications of instructors, and instructional approach (classroom,
on-the-job, PC-based, home study, etc.). Where testing is a program component, varying
degrees of attention are given to test construction and test administration as they relate to
nationally accepted standards (reliability, validity, job analysis, subject weighting, cut scores,
test security, etc.).

Needed is a mechanism for regulatory authorities to use in determining which certificate-
issuing programs to recognize. A premise that large programs are probably good and small
ones are probably not, while perhaps expedient, is neither valid nor fair. FDA and the CFP
have identified "third party" accreditation of certifiers based upon specified standards as a
practical means for judging acceptability for universal acceptance.

However, at the time of the publication of the 1997 Food Code, although it has worked
diligently, the CFP Food Manager Certification Committee/Accreditation Subcommittee has
not yet completed its work in gaining consensus on the scope of the needed accreditation
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(test vs program), the standards to be applied, and the most appropriate accrediting
organization.

Nonetheless, the 1997 Food Code is modified to reflect FDA's intent and to be responsive to
our understanding of the long-range intent of the CFP, i.e., to provide a framework for
universally accepting certain food managers' certificates. The 1997 Food Code recognizes
that framework as one means of meeting the knowledge requirement once remaining
decisions about accreditation criteria are made and announced. Refer to the CFP
recommendations 90-02-07 "Report on Food Protection Management Certification" and
96-02-04 "Demonstration of Knowledge."

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 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.

Disease or 2-201.11 Responsibility of the Person in Charge to Require
Medical Reporting by Food Employees and Applicants.*
Condition

A wide range of communicable diseases and infections may be transmitted by infected food
employees to consumers through food or food utensils. Proper management of a food
establishment operation begins with employing healthy people and instituting a system of
identifying employees who present a risk of transmitting foodborne pathogens to food or to
other employees. In order to protect the health of both consumers and employees,
information concerning the health status of applicants and food employees must be
disclosed to the person in charge.

Title I of the Americans with Disabilities Act (ADA) prohibits medical examinations and
inquiries as to the existence, nature, or severity of a disability before extending a conditional
offer of employment. In order for the permit holder and the person in charge to be in
compliance with this particular aspect of the Code and the ADA, a conditional job offer must
be made before making inquiries about the applicant’s health status.

Furthermore, an applicant to whom an employment offer is conditionally made or a food
employee who meets the Code conditions that require restriction from certain duties or
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exclusion must be accommodated to the extent provided under the ADA. That is, if there is
an accommodation that will not pose an undue hardship and that will prevent the
transmission of the disease(s) of concern through food, such accommodation, e.g.,
reassignment to duties that fulfill the intent of restriction or exclusion, must be made. It
should be noted that the information provided here about the ADA is intended to alert
employers to the existence of ADA and related CFR requirements. For a comprehensive
understanding of the ADA and its implications, consult the references listed in the
References Annex that relate to this section of the Code or contact the U. S. Equal
Employment Opportunity Commission.

The information required from applicants and food employees is designed to identify
employees who may be suffering from a disease which can be transmitted through food. Itis
the responsibility of the permit holder to convey to applicants and employees the importance
of notifying the person in charge of changes in their health status. Once notified, the person
in charge can take action to prevent the likelihood of the transmission of foodborne illness.

Applicants, to whom a conditional offer of employment is extended, and food employees are
required to report specific high-risk conditions, medical symptoms, and previous illnesses.
The symptoms listed may be indicative of a disease that is transmitted through the food
supply by infected food employees.

As required by the "Americans with Disabilities Act of 1990", on August 16, 1992, the
Centers for Disease Control and Prevention (CDC) published a list of infectious and
communicable diseases that are transmitted through food. CDC updates the list annually.
The list is divided into two parts: pathogens often transmitted (List I) and pathogens
occasionally transmitted (List 1l) through food by infected food employees.

The Lists below summarize the CDC list by comparing the common symptoms of each
pathogen. Symptoms may include diarrhea, fever, vomiting, jaundice, and sore throat with
fever. CDC has no evidence that the HIV virus is transmissible via food. Therefore, a food
employee positive for the HIV virus is not of concern unless suffering secondary illness listed
below.

LIST I. Pathogens Often Transmitted by Food Contaminated by Infected Employees.
DFVJS

. Hepatitis A virus -
. Salmonella typhi

. Shigella species

. Norwalk and Norwalk-like viruses
. Staphylococcus aureus

. Streptococcus pyogenes
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LIST 11 Pathogens Occasionally Transmitted by Food Contaminated by
Infected Employees

DFVJS
1. Campylobacter jejuni DFV - -
2. Entamoeba histolytica DF - - -
3. Enterohemorrhagic Escherichia coli D - - - -
4. Enterotoxigenic Escherichia coli D -V - -
5. Giardia lamblia D - - - -
6. Non-typhoidal Salmonella DFV - -
7. Rotavirus DFV - -
8. Taenia solium - - - - -
9. Vibrio cholerae 01 D -V - -
10. Yersinia enterocolitica DFV - -

KEY: D = Diarrhea V = Vomiting S = Sore throat with fever

F = Fever J = Jaundice

The symptoms listed in the Code cover the common symptoms experienced by persons
suffering from the pathogens identified by CDC as transmissible through food by infected
food employees. An employee suffering from any of the symptoms listed presents an
increased risk of transmitting foodborne illness.

The high-risk conditions that require reporting are designed to be used with the symptoms
listed to identify employees who may be suffering from an iliness due to the following
pathogens: Salmonella typhi, Shigella spp., Escherichia coli O157:H7, and hepatitis A
virus. The specific conditions requiring reporting were identified by CDC as significant
contributing factors to the incidence of foodborne iliness.

The 4 organisms listed have been designated by CDC as having high infectivity. This
designation is based on the number of confirmed cases reported that involved food
employees infected with one of these organisms and the severity of the medical
consequences to those who become ill.

Lesions containing pus that may occur on a food employee’s hands, as opposed to such
wounds on other parts of the body, represent the most direct threat for introducing
Staphylococcus aureus into food. Consequently, a double barrier is required to cover
hand and wrist lesions. Pustular lesions on the arms are less of a concern when usual food
preparation practices are employed and, therefore, a single barrier is allowed. However, if
the food preparation practices entail contact of the exposed portion of the arm with food, a
barrier equivalent to that required for the hands and wrists would be necessitated. Lesions
on other parts of the body need to be covered; but, an impermeable bandage is not
considered necessary for food safety purposes.
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2-201.12 Exclusions and Restrictions.*

Restriction or exclusion of food employees suffering from a disease or medical symptom
listed in the Code is necessary due to the increased risk that the food being prepared will be
contaminated with a pathogenic organism transmissible through food. A person suffering
from any of the symptoms or medical conditions listed may be suffering from a disease
transmissible through food.

Because of the high infectivity (ability to invade and multiply) and virulence (ability to
produce severe disease) of Salmonella typhi, Shigella spp., Escherichia coli O157:H7,
and hepatitis A virus, a food employee diagnosed with an active case of illness caused by
any of these four pathogens must be excluded from food establishments. The exclusion is
based on the severe medical consequences to individuals infected with these organisms,
i.e., hospitalization and even death.

Restrictions and exclusions vary according to the population served because highly
susceptible populations have increased vulnerability to foodborne illness. For example,
foodborne iliness 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 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.

The symptoms experienced by individuals infected with Salmonella typhi, Shigella spp.,
Escherichia coli O157:H7, or hepatitis A virus are often severe and of sufficient duration
that most employees will seek medical assistance. The Code provisions related to
individuals who encounter any of the high-risk conditions listed and also suffer from any of
the symptoms listed in the Code are designed to identify individuals who are likely to be
suffering from an illness caused by 1 of the 4 organisms that requires exclusion.

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 symptoms and high-risk conditions listed. A high-risk condition alone does not
trigger restriction or exclusion. The employee must also suffer from one of the symptoms
listed.

The use of high-risk conditions alone as the sole basis for restricting or excluding food
employees is difficult to justify. The high-risk conditions that must be reported apply only to
the 4 organisms listed. Of the 4 organisms listed, hepatitis A presents a different twist to this
rationale. Food employees who meet a high-risk condition involving hepatitis A may shed
the virus before becoming symptomatic. In fact, the infected employee could be shedding
hepatitis A virus for up to a week before experiencing symptoms of the infection. However,
even in light of this fact, blanket exclusion or restriction of a food employee solely because of
a high-risk condition involving hepatitis A is not justified.
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The following summarize the rationale for not restricting or excluding an asymptomatic food
employee simply because the employee meets a high-risk condition involving hepatitis A:

1. Because hepatitis A virus infection can occur without clinical illness (i.e., without
symptoms), or because a person may shed hepatitis A virus in the stool for up to a week
before becoming symptomatic, it is possible that a person unknowingly may have been
exposed to an asymptomatic hepatitis A virus shedder or to an infected person who is in the
incubation stage. No restriction/exclusion routinely occurs under these -- presumably much
more common -- circumstances.

2. Even though the asymptomatic food employee may be infected with hepatitis A virus and
may in fact be shedding virus in the stool, foodborne transmission of hepatitis A virus is
unlikely if the employee practices good personal hygiene, such as washing hands after going
to the bathroom.

3. Exclusions from work for prolonged periods of time may involve economic hardship for the
food employee excluded.

Based on the information presented, exclusion or restriction solely on a high-risk condition
would be potentially controversial and of questionable merit.

Because of the high infectivity of hepatitis A, the person in charge or regulatory authority
should handle employees and applicants who meet a high-risk condition involving hepatitis A
on a case-by-case basis. With this approach in mind, the following criteria are offered as a
guide. First, the following information should be collected and analyzed:

1. Clarify the type of contact the individual had with another person diagnosed with
hepatitis A virus infection. Keep in mind that the closer the contact (i.e., living in the
same household as the infected person), the more likely it is that a susceptible person
may become infected.

2. What job does the food employee perform at the food establishment, e.g., is the
employee involved in food preparation?

3. When did the employee begin work at the establishment?

4. What level of personal hygiene does the individual exhibit? For example, does the
individual adhere to the handwashing requirements specified in the Code?

5. Has the individual suffered from hepatitis A in the past? If the answer to this question is
yes, was blood testing done? If the individual did have hepatitis A in the past, the
individual is immune from re-infection.

6. Interms of the current high-risk condition, has the individual received immune globin
(IG)? When?
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In addition, upon being notified of the high-risk condition, the person in charge should
immediately:

1. Discuss the traditional modes of transmission of hepatitis A virus infection with the food
employee involved.

2. Advise the food employee to observe good hygienic practices both at home and at work.
This includes a discussion of the use of the double handwash technique 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 are caused by hepatitis A infection.

4. Remind the employee of the employee's 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.

5. In light of the high infectivity of hepatitis A, ensure that the employee stops work
immediately if any of the symptoms described in the Code develop and reports to the
person in charge.

If after consideration of all the information gathered, the person in charge feels that the
employee in question is likely to develop hepatitis A, restriction or exclusion of the
individual's activities should be considered.

2-201.13 Removal of Exclusions and Restrictions.

Chapter 2 provisions related to employee health are structured to recognize certain
characteristics of each of the four infectious agents, the risk of illness presented by
asymptomatic shedders, the increased risk to highly susceptible populations, and the need
to provide extra protection to those high-risk populations.

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

The duties that an asymptomatic shedder performs in a food establishment are restricted if
the establishment serves a general population or, if a highly susceptible population is
involved, the shedder is excluded. Several considerations factor into the need to preclude
asymptomatic shedders from food establishment functions that may result in the transmission
of foodborne disease.

* Outbreaks of foodborne illness involving Salmonella typhi have been traced to
asymptomatic food employees who have transmitted the pathogen to food, causing
il