AMENDED IN ASSEMBLY APRIL 22, 2014

CALIFORNIA LEGISLATURE—2013—14 REGULAR SESSION

ASSEMBLY BILL No. 1437

Introduced by Assembly Member Mullin
(Coauthors. Assembly Members Gordon and Ting)
(Coauthors: Senators Evans and Jackson)

January 6, 2014

add Chapter 4.6 (commencing with Section 19060) to Part 3 of Divisior’l
9 of the Food and Agriculture Code, relating to—tvestoek—drugs:
medically important antimicrobials.

LEGISLATIVE COUNSEL’S DIGEST

AB 1437, as amended, Mullin. Medically important antimicrobials:
nentherapeudtic-use: livestock and poultry.

Under existing law, the Department of Food and Agriculture is
responsible for enforcing provisions relating to the importation of
animals, milk and milk products, produce dealers, and other agricultural
regulations. Existing law, the California Meat and Poultry Inspection
Act, establishes a meat and poultry inspection program and, in
connection with the operation of that program by the department,
authorizesthe Secretary of Food and Agricultureto adopt, by regulation,
standards and requirements that meet those prescribed by the Federal
Meat Inspection Act and the Federal Poultry Products Inspection Act.

This bill would prohibit a livestock or poultry product from being
sold in California if the livestock or poultry product is constituted of
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livestock or poultry that was administered a medically important
antimicrobial for nontherapeutic use, such as growth promotion, feed
efficiency, weight gain, or disease prevention. The bill would also
prohibit a livestock or poultry product sold in California to be
constituted of livestock or poultry that was administered a medically
important antimicrobial for nonroutine disease control unless certain
conditionsare met. The bill would prohibit a livestock or poultry product
from being sold in California unless the livestock or poultry product is
constituted wholly or in part of livestock or poultry that was slaughtered
at a registered slaughter facility and the slaughter facility annually
reports specified information to the department regarding the use of
medically important antimicrobials. The bill would also prohibit a
medically important antimicrobial from being administered to a
food-producing animal unless the medically important antimicrobial
is administered for a therapeutic use and consistently with specified
veterinarian provisions. The bill would require the department to
establish, by regulation, a schedule for the implementation of these
provisions and require that they be fully implemented on or before on
January 1, 2020. The bill would require the department to post the
information reported by the slaughter facilities on an Internet Web site
commencing on or before December 31, 2017.

This bill would require the department to adopt any regulations
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Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yesno.
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The people of the Sate of California do enact as follows:

SECTION 1. The Legidature find and declare all of the
following:

(@ In 1977, the United States Food and Drug Administration
(FDA) concluded that feeding livestock low doses of antibiotics
that from antibiotic classes that are used in human disease
treatment could promote the development of antibiotic-resistance
in bacteria and pose a risk to human health. The FDA, however,
did not act in response to these findings, despite laws requiring
the agency to do so.

(b) The FDA—-has—promutgated issued voluntary—regutations

guidance in December 2013 on the nontherapeutic use of
antibiotics, however-theseguidelinesare this guidance is unlikely
to significantly reduce the nontherapeutic use of antibiotics in
livestock because of a broad exemption allowing for the use of
antibiotics for disease prevention.

(c) Not only do antibiotic-resistant bacteria affect the health of
our society, but they aso have a monetary impact. In 1998, the
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National Academy of Sciences noted that antibiotic-resistant
bacteria generate aminimum of four to five billion dollarsin costs
to United States society and individuals every year. In 2009, in a
study funded by the federal Centers for Disease Control and
Prevention, Cook County Hospital and Alliance for Prudent Use
of Antibiotics estimated that the total health care cost of
antibiotic-resistant infections in the United Sates was between
$16.6 billion and $26 billion annually. Societal costs from lost
productivity due to illnesses were estimated to be an additional
$35 hillion.

(d) InApril 1999, the United States Government Accountability
Office conducted a study concluding that three strains of
microorganismsthat cause foodborneillnesses or diseasein humans
are resistant to antibiotics and are linked to the use of antibiotics
in animals. These microorganisms are salmonella, Campylobacter,
and E. Cali.

(e) 1n1999,-2011-and-2006; 2006, and 2011, the United States
Department of Agriculture’'s Animal and Plant Health Inspection
Service conducted large-scale, voluntary surveysthat revealed all
of the following:

(1) Eighty-four percent of grower and finisher swine farms, 83
percent of cattlefeedlots, and 84 percent of sheep farms administer
antimicrobials in feed or water for either health or growth
promotion reasons.

(2) Many of the antimicrobials that were identified were
identical or closely related to drugs used in human medicine,
including tetracyclines, macrolides, bacitracin, penicillins, and
sulfonamides.

(3) Thesedrugsare used in peopleto treat serious diseases, such
as pneumonia, scarlet fever, rheumatic fever, sexually transmitted
infections, and skin infections; pandemics such as malaria and
plague; and bioterrorism agents such as anthrax.

() InJune 2002, the peer-reviewed journal, “ Clinical Infectious
Diseases,” published a report based on a two-year review, by
experts in human and veterinary medicine, public health,
microbiology, biostatistics, and risk analysis, of more than 500
scientific studies on the human health impacts of antimicrobial
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use in agriculture. The report recommended that antimicrobial
agents should not be used in agriculture in the absence of disease
and should be limited to therapy for diseased individual animals
or prophylaxis when disease is documented in a herd or flock.

()

(g) InaMarch 2003 report, the National Academy of Sciences
stated that adecreasein antimicrobial usein human medicineaone
will havelittle effect on the risein antibiotic-resistant bacteriaand
that substantial efforts must be made to decrease theinappropriate
overuse of antimicrobialsin animals and agriculture.

)

(h) In 2010, the peer-reviewed journal, “Molecular Cell”
published a study demonstrating that a low-dosage use of
antibiotics causes a dramatic increase in genetic mutation, raising
new concerns about the agricultural practice of using low-dosage
antibiotics in order to stimulate growth promotion and routinely
prevent disease in unhealthy conditions.

M

(i) In 2010, the Danish Veterinary and Food Administration
testified that the Danish ban of the nontherapeutic use of antibiotics
in food animal production resulted in a marked reduction in
antimicrobial resistance in multiple bacterial species, including
Campylobacter and Enterococci.

k)

() In 2011, the FDA found that in 2010:

(1) Thirteen million five hundred thousand kilograms of
antibacterial drugswere sold for use onfood animalsin the United
States.

(2) Three million three hundred thousand kilograms of
antibacterial drugs were used for human health.

(3) Eighty percent of antibacterial-drugs drugs, and over 70
percent of medically important antibacterial drugs, disseminated
in the United States were sold for use on food-producing animals,
rather than being used for human health.

(K) In 2011, areview of all scientific studies on antimicrobial
useinfarm animals, published in Clinical Microbiology Reviews,
found the following:

(1) Fhe-That the use of antibiotics in food-producing animals
leads to the development of reservoirs of antibiotic+esistanee:
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resistance, that antibiotic-resistant bacteria can spread through
food, water, air, soil, and meat-industry workers, and that bacteria
can share resistance genes with each other.

(2) A ban on nontherapeutic antibiotic use in food-producing
animals would preserve the use of antibiotics for medicine.

(3 A Danish ban on nontherapeutic antibiotics in
food-producing animals resulted in little change in animal
morbidity and mortality, and only amodest increasein production
COst.

() The federal Centers for Disease Control and Prevention
(CDC) concluded in arecent report, “ Antibiotic Resistance Threats
in the United Sates, 2013, that overuse or misuse of antibiotics
contributesto the spread of antibiotic resistance, whether in human
medicine or in agriculture. The CDC estimated that antibiotic
resistance causes at least 23,000 deaths and two million illnesses
every year.

(m) In 2013, the peer-reviewed journal, “ The Journal of the
American Medical Association,” published a study showing higher
level s of antibiotic-resistant skin and soft-tissue infectionsin people
living in proximity to hog farmsor fieldstreated with swine manure
in Pennsylvania. Smilarly, in 2014, the peer-reviewed journal,
“ Infection Control and Hospital Epidemiology,” published a study
focused on hospitalized veterans in rural areas of lowa, finding
that people living in close proximity to a swine-feeding operation
were nearly three times as likely to have been affected by
methicillin-resistant Saphylococcus aureus (MRSA) at the time
of admission to the hospital.

(n) The FDA’s National Antimicrobial Resistance Monitoring
System routinely finds that retail meat products are contaminated
with bacteria that are resistant to antibiotics that are important to
human medicine.

)

(o) According to the American Academy of Pediatrics, “[t]he
largest nonhuman use of antimicrobial agentsisin food-producing
animal production, and most of thisisin healthy animalsto increase
growth or prevent diseases. Evidence now exists that these uses
of antimicrobial agents in food-producing animals have a direct
negative impact on human health and multiple impacts on the
selection and dissemination of resistance genesin animalsand the
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environment. Children are at increased risk of acquiring many of
these infections with resistant bacteria and are at great risk of
severe complications if they become infected.”

(e

(p) Many scientific studies confirm that the nontherapeutic use
of antibiotics in food-producing animals contributes to the
development of antibiotic-resistant bacterial infectionsin people.

(q) The spread of antibiotic-resistant bacteria poses a risk to
the health of Californians and reduced use of antibiotics for
livestock production is likely to reduce the risks of the rise and
spread of antibiotic-resistant bacteria through food and other
pathways, thus reducing the risk to Californians.

SEC—2—Section-14200-of-the Food-and-Agricdttural-Cote-ts
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SEC. 2. Chapter 4.6 (commencing with Section 19060) isadded
to Part 3 of Division 9 of the Food and Agricultural Code, to read:

CHAPTER 4.6. MEDICALLY IMPORTANT ANTIMICROBIALS IN
MEAT AND POULTRY

Article 1. Definitions

19060. “ Department” means the Department of Food and
Agriculture.

19061. “ Director” meansthe Director of Food and Agriculture.

19062. *“ Exempt producer” means an owner of livestock or
poultry that raises less than 250 animals per year or 10,000 birds
per year.
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19063. (a) “Medicallyimportant antimicrobial” meansadrug
that is both of the following:

(1) Intended for use in food-producing animals.

(2) Composed wholly or partly of a drug froman antimicrobial
class that is listed as either “highly important; “critically
important;,” or “important” by the United States Food and Drug
Administration’s Guidance for Industry #152, Appendix A, as
updated by the United States Food and Drug Administration, or
its successor publication.

(b) Medically important antimicrobial includes, but isnot limited
to, penicillin, tetracycline, macrolide, lincosamide, streptogramin,
aminoglycoside, sulfonamide, or cephal osporin.

19064. “ Noncustomary situation” means a situation that does
not include normal or standard practices and conditions on the
premises that facilitates the transmission of disease.

19065. *“ Nonroutine disease control” means the use of
antimicrobials in the feed or water of a food-producing animal
that is not sick, and where a particular disease or infection is, or
is likely to be, present on the premises because of a specific,
noncustomary situation.

19066. *“ Nontherapeutic use” means either of the following:

(@) The onetime administration of a medically important
antimicrobial to a food-producing animal through feed or water,
or, for purposes of poultry hatcheries, through any means, for
purposes such as growth promotion, feed efficiency, weight gain,
or disease prevention, other than therapeutic use or nonroutine
disease control.

(b) Any repeated or regular pattern of administration of a
medically important antimicrobial to food-producing animals for
purposes other than therapeutic use or nonroutine disease control.

19067. “Therapeutic use] with respect to a medically
important antimicrobial, means use for the specific purpose of
treating an animal with a documented disease or infection.
Therapeutic use does not include the continued use after the disease
or infection has been resolved.

Article 2. General Provisions

19070. (a) (1) Alivestockor poultry product soldin California
shall not be constituted wholly or in part of livestock or poultry
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that was administered a medically important antimicrobial for a
nontherapeutic use.

(2) A meat or poultry product that is not constituted wholly or
in part of livestock or poultry that was administered a medically
important antimicrobial for nontherapeutic use may be marketed
with the claim, “ Raised with minimal antibioticsunder California
law!”

(b) This section shall be implemented according to schedule
adopted by the department as provided in Section 19074, and shall
apply to all livestock and poultry products sold in California on
and after January 1, 2020.

19071. (a) (1) Alivestockor poultry product soldin California
shall not be constituted wholly or in part of livestock or poultry
that was administered a medically important antimicrobial for
nonroutine disease control unless all of the following conditions
are met:

(A) Therewas a significant risk that a disease or infection that
was present on, or was likely to be present on, the premises would
be transmitted to the food-producing animal.

(B) Theadministration of the medically important antimicrobial
to the food-producing animal was necessary to prevent or reduce
the risk of transmission of the disease or infection.

(C) The medically important antimicrobial was administered
to the food-producing animal for the shortest duration possibleto
prevent or reduce the risk of transmission of the disease or
infection.

(D) The medically important antimicrobial was administered
to the fewest food-producing animals possible in order to prevent
or reduce the risk of transmission of the disease or infection.

(2) A producer, other than exempt producer, shall maintain
records, including prescriptions or veterinary feed directives,
documenting the use and reasons for the use of antibiotics for
nonroutine disease control. The records shall be kept for five years.

(b) This section shall be implemented according to schedule
adopted by the department as provided in Section 19074, and shall
apply to all livestock and poultry products sold in California on
and after January 1, 2020.

19072. (a) Alivestock or poultry product shall not be sold in
California unlessthe livestock or poultry product is constituted of
livestock or poultry that was slaughtered at a slaughter facility
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that is registered with the department and that annually reports
all of the information specified in Section 19080.

(b) This section shall be implemented according to schedule
adopted by the department as provided in Section 19074, and shall
apply to all livestock and poultry products sold in California on
and after January 1, 2020.

19073. (a) A medically important antimicrobial shall not be
administered to a food-producing animal unless both of the
following conditions are met:

(1) Theadministration of the medically important antimicrobial
isfor a therapeutic use.

(2) The medically important antimicrobial is administered by,
or caused to be administered by, a veterinarian, licensed pursuant
to Chapter 11 (commencing with Section 4800) of Division 2 of
the Business and Professions Code, as part of a valid
veterinarian-client-patient relationship in accordance with Sections
2032.1 and 2032.15 of Title 16 of the California Code of
Regulations, as those sections existed on January 1, 2015.

(b) As provided in Section 19074, this section shall become
operative on January 1, 2020.

19074. Thedepartment shall by regulation establish a schedule
to phase in implementation of the requirements imposed by this
article. Those requirements shall be fully implemented on or before
January 1, 2020.

Article 3. Reporting Requirements

19080. (a) A daughter facility shall annually report to the
director all of the following information, according to the target
food-producing animal species and production class of the
food-producing animal, on a schedule and in the format specified
by the director:

(1) The total number of food-producing animals given a
medically important antimicrobial in their feed or water, or, for
purposes of poultry hatcheries, through any means.

(2) Thetype of medically important antimicrobial administered.

(3) Thetotal amount of each medically important antimicrobial
used.

(4) Thetotal number of days over which the medically important
antimicrobial was intended to be provided to the food-producing
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animals and the dosage of the active medically important
antimicrobial given to the food-producing animals. The dosage
shall belisted by thetotal milligrams of antibiotic used per animal
per day or the total milliliters of the antibiotic solution used per
animal per day and label concentration.

(5 Whether the purpose for administering the medically
important antimicrobial was for therapeutic or nontherapeutic
use. The purpose shall be categorized in a manner determined by
the director and shall include, at a minimum, the following
categories:

(A) Growth promotion.

(B) Disease prevention.

(C) Disease treatment.

(D) Other information that may be deemed necessary or
important by the director, producer, or slaughter facility.

(6) The type of disease or infection to be treated or addressed
by the medically important antimicrobial.

(7) The owners of the livestock or poultry. * Owners of the
livestock or poultry” for purposes of this paragraph, means a
person who either has an ownership interest in the animals or
birds or otherwise establishes management and production
standards for the maintenance, care, and raising of the animals
or birds. An ownership interest includes a right or option to
purchase the animals or birds for maintenance, care, or raising.

(8) Theowner of the slaughter facility. “ Owner of the slaughter
facility” for purposes of thisparagraph, meansa person who either
has an ownership interest in the facility or otherwise establishes
management and production standards for the facility. An
ownership interest of a daughter facility includesaright or option
to purchasethe animal or poultry to be processed by the slaughter
facility.

(b) The slaughter facility shall not be required to report the
information required under this subdivision for an exempt
producer.

19081. Onor before December 31, 2017, the department shall
develop and make operational a consumer-friendly, publicly
accessible Internet Web site that contains a database of the
information collected pursuant to this article. The database shall
be searchable and able to accommodate a wide range of users,
including users with limited technical and scientific literacy. The
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Internet Web site shall be designed to be easily navigable and
enable users to compare and contrast the reported usage of
medically important antimicrobials between animal species and
other parameters. The department may send a copy of this
information to the State Department of Public Health.

Article4. \Violations

19090. (@) (1) Except as provided in subdivision (b), a
violation of this chapter or of any regulation adopted by the
director pursuant to this chapter is subject to a civil penalty of not
more than five hundred dollars ($500) for the first violation. A
second violation of this chapter is subject to a civil penalty of not
less than five hundred dollars ($500) and not more than one
thousand dollars ($1,000). A third or subsequent violation of this
chapter is subject to a civil penalty of not less than three hundred
dollars ($300) and not more than two thousand dollars ($2,000).
Civil penaltiesfor violations shall be imposed on the owner of the
dlaughter facility at which the animals or birds are slaughtered.

(2) An owner of a slaughter facility shall not be subject to a
civil penalty under thissubdivision if the owner made a good faith
effort to ensure that livestock or poultry products sold in this state
made from livestock or poultry slaughtered at his or her facility
were in compliance with the provisions of this chapter.

(b) A violation of the reporting requirement in Section 19081
or of any regulation that is adopted by the director pursuant to
that section is subject to a civil penalty of one hundred dollars
($200) for the first violation. A second or subsequent violation is
subject to a civil penalty of not less than two hundred dollars
($200) and not more than one thousand dollars ($1,000). Civil
penalties for violations shall be imposed on the owner of the
slaughter facility.

(c) Moneys collected pursuant to this chapter shall be deposited
into the Department of Food and Agriculture Fund, to be available
to the department upon appropriation for purposes of carrying
out this chapter.
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Article 5. Implementation

19100. The department shall adopt any regulations necessary
to implement the provisions of this chapter, including those
regulations necessary to phase in the requirements of Article 2
(commencing with Section 19070), as provided in Section 19074.

19101. The provisions of this chapter are severable. If any
provision of this chapter or its application is held invalid, that
invalidity shall not affect other provisionsor applicationsthat can
be given effect without the invalid provision or application.
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