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Location |

81

Current Text

Antimicrobial resistance (AMR)
poses an important, complex,
and priority global public health
challenge. Throughout the food
chain, there is a need to
address the risks associated
with development, selection
and dissemination of
foodborne resistant
microorganisms and resistance
determinants. Responsible and
prudent use of antimicrobial
agents in all sectors following a
One Health Approach and
strategies for best
management practices in
animal production (terrestrial

and aquatic), plant/crop

production effoed-ef plant-
erigin; food/feed processing,

packaging, storage, transport,
and wholesale and retail
distribution should form a key
part of multi-sectoral national
action plans to address risks of
foodborne AMR.

Recommended Revision

Antimicrobial resistance (AMR) poses
an important, complex, and priority
global public health challenge.
AlongFhrougheut the food chain,
there is a need to address the risks
associated with development,
selection and dissemination of
foodborne antimicrobial resistant
microorganisms and antimicrobial
resistance determinants. Responsible
and prudent use of antimicrobial
agents in all sectors following a One
Health Approach and strategies for
best management practices in animal
production (terrestrial and aquatic),
plant/crop production effeod-of plant
erigin; food/feed processing,
packaging, storage, transport, and
wholesale and retail distribution
should form a key part of multi-
sectoral national action plans to
address risks of foodborne AMR.

Rationale |
For consistency
with the
definitions
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82 This Code of Practice This Code of Practice addresses the | For consistency
addresses the responsible and | responsible and prudent use of with definitions
prudent use of antimicrobial antimicrobial agents by participants in | and
agents by participants in the the food chain, including, but not completeness
food chain, including, but not limited to, the role of competent
limited to, the role of authorities, the pharmaceutical
competent authorities, the industry, veterinarians, and plant/crop
pharmaceutical industry, health professionals, and food/feed
veterinarians, and plant/crop producers and processors. It provides
health professionals, and food | guidance on measures and practices
producers and processors. It at primary production, and during
provides guidance on processing, storage, transport,
measures and practices at wholesale and retail distribution of
primary production, and during | food to prevent, minimize and contain
processing, storage, transport, | foodborne AMRantimicrobial
wholesale and retail resistanee in the food chainsupply. It
distribution of food to prevent, also identifies knowledge gaps and
minimize and contain provides guidance on communication
foodborne antimicrobial strategies to consumers.
resistance in the food supply. It
also identifies knowledge gaps
and provides guidance on
communication strategies to
consumers.
83 In keeping with the Codex . In keeping with the Codex mandate | For better reading

mandate this Code of Practice
addresses antimicrobial use in
the food chain. It is recognized
that the use of antimicrobial
agents in the food chain may
result in exposure to
antimicrobial resistant bacteria
or their determinants in the
food production environment.
As part of a One Health
strategy to minimize and
contain antimicrobial
resistance, only authorized
products should be used and
best practices in the food
production sector should be
followed to minimize the
occurrence/persistence in the
food production environment of
antimicrobials and their
metabolites from food
production related activities,
and to minimize the risks
associated with the selection
and dissemination of resistant
microorganisms and resistance
determinants in the food
production environment.

this Code of Practice addresses the
use of antimicrobial agents use in

the food chain which. {isreceghized

that-the-use-of antimicrobial-agents-in-
thefood-chain may result in exposure

to antimicrobial resistant bacteria or
their determinants in the food
production environment. As part of a
One Health strategy to minimize and
contain AMRantimicrobial resistance,
only authorized antimicrobials should
be used and best practices in the
food production sector should be
followed to minimize the
occurrence/persistence in the food
production environment of
antimicrobials and their metabolites
from food production related
activities, and to minimize the risks
associated with the selection and
dissemination of antimicrobial
resistant microorganisms and
antimicrobial resistance
determinants in the food production
environment.

and for
consistency with
definitions
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Rationale

84

This Code of Practice is an
integral part of risk analysis
focusing on risk management
options and should be read in
conjunction with other Codex
texts including the Guidelines
on integrated monitoring and
surveillance of foodborne
antimicrobial resistance and
the Guidelines for risk analysis
of foodborne antimicrobial
resistance (CXG 77-2011). In
addition, the Code of hygienic
practice for fresh fruits and
vegetables (CXC 53-2003),
and the Code of practice on
good animal feeding (CXC 54-
2004), and the Guidelines for

This Code of Practice is an integral
part of risk analysis focusing on risk
management options and should be
read in conjunction with other Codex
texts including the Guidelines on
integrated monitoring and
surveillance of foodborne
antimicrobial resistance and the
Guidelines for risk analysis of
foodborne antimicrobial resistance
(CXG 77-2011). In addition, the Code
of hygienic practice for fresh fruits
and vegetables (CXC 53-2003), and
the Code of practice on good animal
feeding (CXC 54-2004), and the
Guidelines for the design and
implementation of national regulatory

food safety assurance program

the design and implementation

associated with the use of veterinary

of national regulatory food
safety assurance program
associated with the use of
veterinary drugs in food
producing animals (CXG 71-
2009) are patrticularly relevant
for use of agricultural
chemicals on plants/crops,
animal feed, and veterinary
drugs, respectively.

drugs in food producing animals

(CXG 71-2009) are particularly

relevant for the use of agricultural-
chemiecals antimicrobial agents on

plants/crops, in animal feed, and as
veterinary drugs, respectively.

The document
focuses on
antimicrobial
agents.
Therefore, the
word ‘agricultural
chemical is
inappropriate’
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86

Current Text

The Principles and guidelines
for the conduct of
microbiological risk
management (CXG 63-2007)
contains guidance for
developing and implementing
risk management measures.
Setting priorities and identifying
risk management measures
should take into account the
following:

e WHO guidance on
integrated surveillance
of antimicrobial
resistance in foodborne
bacteria, application of

a One Health
Approach;

e [WHO list of critically
important
antimicrobials for
human medicine,

specifically the Annex
with the complete list of

antimicrobials for
human use,
categorized as critically
important, highly
important and
important;]

e Relevant chapters of
the OIE terrestrial and
aquatic animal health
codes and the List of
antimicrobial agents of
veterinary importance;
and

o National/Regional lists
of important
antimicrobials for
humans and animals
where they exist.

Recommended Revision
The Principles and guidelines for the
conduct of microbiological risk
management (CXG 63-2007) contains

guidance  for  developing and
implementing  risk  management
measures. Setting priorities and
identifying risk management
measures should consider the
following:

e Relevant chapters of the
Office International des
Epizooties (OIE) terrestrial
and aquatic animal health
codes and the List of
antimicrobial agents of
veterinary importance; and

e Word Health Organisation

(WHO) guidance on
integrated  surveillance  of
antimicrobial resistance in
foodborne bacteria,
application of a One Health
Approach;

e [WHO list of critically

important antimicrobials for
human medicine, specifically
the Annex with the complete
list of antimicrobials for
human use, categorized as
critically important, highly
important and important;]

e National/Regional lists of
important antimicrobials for
humans and animals where
they exist.

Rationale
OIE is placed first
asitis
recognized by the
World Trade
Organisation.

As the acronyms
OIE and WHO
are used for the
first time, the full
name is
introduced.
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provides risk management
guidance to address the risk to
human health of the

development and transmission
of  antimicrobial resistant
microorganisms or resistance
determinants through food. It
provides risk-based guidance
on relevant measures and
practices along the food and
feed chain to minimize and
contain the development and
spread of foodborne
antimicrobial resistance,
including guidance on the
responsible and prudent use of
antimicrobial agents in animal
production  (terrestrial and
aquatic), plant/crop production,
[foed—ofplant-origin] and feed
and references other best
management practices, as
appropriate. Its objectives are
to minimize the risk and
adverse impact on human
health from foodborne AMR
resulting from the use of
antimicrobial agents in the food
chain.

risk management guidance to address
the risk to human health of the

development and transmission of
antimicrobial resistant
microorganisms or resistance

determinants through food. It provides
risk-based guidance on relevant
measures and practices along the
food and feed chain to minimize and
contain the development and spread
of  foodborne  AMRantimicrobial
resistance, including guidance on the
responsible and prudent use of
antimicrobial agents in animal
production (terrestrial and aquatic),
plant/crop production, [feed—ofplant
origin] and feed and references other
best management practices, as
appropriate. Its objectives are to
minimize the risk and adverse impact
on human health from foodborne AMR
resulting from the use of antimicrobial
agents in the food chain.

88 This document is designed to | This document is designed to provide | There is no
provide a framework, for the | a framework, for the development of | appropriate way
development of measures to | measures to mitigate the risk of | to generate
mitigate the risk of foodborne | foodborne AMR that countries may | barrier to trade.
AMR that countries may | implement, as part of their national
implement, as part of their | strategy on AMR, in accordance with
national strategy on AMR, in | their capabilities, based on their
accordance with their | national priorities and capacities, and
capabilities, based on their | within a reasonable period of time. A
national priorities and | progressive approach may be utilized
capacities, and within a | by some countries to properly
reasonable period of time. A | implement applicable elements in this
progressive approach may be | document proportionate to the
utilized by some countries to | foodborne AMR risk and should not be
properly implement applicable | used inappropriately—to generate
elements in this document | barriers to trade.
proportionate to the foodborne
AMR risk and should not be
used inappropriately to
generate barriers to trade.

§9 9 7. This Code of Practice | 9 #. This Code of Practice provides | Consistent use of

acronyms
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811 Recognizing there are | Recognizingthere-are-mechanisms-of | This might create
mechanisms of co-resistance | eo-resistance—or—eo-selection—in—a | confusion.
or co-selection in a range of | range-ef-antimicrobial-agents;mMost | Hence, there is
antimicrobial agents, most of | of the recommendations in this Code | no need to
the recommendations in this | of Practice will focus on antibacterials; | explain why the
Code of Practice will focus on | fhewever—some—recommendations | document
antibacterials, [however some | may—also—be—applicable—to—antiviral; | focuses on
recommendations may also be | antiparasitic,——antiprotozoal——and | antibacterials. If
applicable to antiviral, | antifungal—agents.—where—scientific | recommendations
antiparasitic, antiprotozoal, and | evidence—supperts foodborne AMR | are done on
antifungal agents, where | riskto-human-health-} others, this
scientific _evidence supports should be
foodborne AMR risk to human indicated in the
health.] relevant

paragraph.

812 As there are existing Codex or | As there are existing Codex or | As the scopeis
internationally recognized | internationally recognized guidelines, | clearly on the
guidelines, the following areas | the following areas related to | food chain, itis
related to antimicrobial agents | antimicrobial agents or AMR are | not necessary to
or AMR are outside the scope | outside the scope of this document: | include the last
of this document: residues of | residues of antimicrobial agents in | sentence. If this
antimicrobial agents in food; | food;, AMR marker genes in | would be kept,
AMR  marker genes in | recombinant-DNA plants/crops and | the word ‘non-
recombinant-DNA plants/crops | recombinant DNA microorganisms; | food
and recombinant DNA | non-genetically modified | plants/crops’,
microorganisms; non- | microorganisms (for example, starter | should be deleted
genetically modified | cultures) intentionally added to food | anyway, as
microorganisms (for example, | with a technological purpose; and | definition of
starter cultures) intentionally | certain food ingredients, which could | plants/crops
added to food with a | potentially carry antimicrobial | include use in
technological purpose; and | resistance determinants, such as | food.
certain food ingredients, which | probiotics. iraddition-AMR-from-nen-
could potentially carry foed-animals—non-food-plants/crops,
antimicrobial resistance | ernon-food-routes—are—also—outside
determinants, such as the-scope-oithis-document
probiotics. In addition, AMR
from non-food animals, non-
food plants/crops, or non-food
routes are also outside the
scope of this document.

Definitions Biosecurity: a group of measures | As this word is
taken on the farm and in feed/food | used in the
production system to limit/avoid | document, it is
the introduction of pathogenic | importantto
microorganism in  the food | defineitin the
production environment. context of this

document.

Definitions | Food chain: Production to | Food chain: Production to | The word feed
consumption continuum | consumption continuum including, | should not be
including, primary production | primary production (food-producing | added
(food-producing animals, | animals, plants/crops), feed, | specifically, it is
plants/crops), feed, | harvest/slaughter, packing, | included in the
harvest/slaughter, packing, | processing, storage, transport, and | primary
processing, storage, transport, | retail distribution to the point of | production,
and retail distribution to the | consumption. similarly to other
point of consumption. inputs, such as

veterinary
products,
fertilisers...
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Definitions | Food of plant origin: All edible | Feod-ofplant-origin-Alledible-parts | The word is not
parts of plants/crops used as | efplantsicrops-used-asfoods:} used in the
foods.] document and is

replaced by
plant/crop.

Definitions | Marketing authorization: | Marketing authorization process: | The word
Process of reviewing and | Process of reviewing and assessing a | marketing
assessing a dossier to support | dossier te supporting the use of an | authorization
an antimicrobial agent to | antimicrobial agent to determine | covers bot the
determine whether to permit its | whether to—permit approve its | process and the
marketing (also called | marketing (also called licensing, | final document. it
licensing, registration, | registration, approval, etc.). is proposed to
approval, etc.), finalized b . o split the definition
g?a[l)nting of a)document alsg Marketing autho_nzatlon. the_ res_ult inptwo parts for
called marketing authorization of the marketmg authorization clarity and proper

. i ; process, usually in the form of an .
(equivalent: product license). L . . | useinthe
official document (equivalent: d
; ocument.
product license).

Definitions | Therapeutic use: This definition
Administration/Application  of shall be kept in
antimicrobial agents for the the document.
treatment, control/metaphylaxis
or and prevention/prophylaxis
of disease.]

Principle General principles to | General principles to minimize and | Consistent use of
minimize and contain | contain AMRantimicrobial | acronyms
antimicrobial resistance resistance

Principles General principle: It is everyone | Itis important to

responsibility in the food chain to | emphasise that

minimize and contain AMR everyone should
be involved in the
activities.

Principle Principles on AMR Risk | Principles on AMR Risk | Word is not
Management (generally) Management {generaty) necessary

Principle 4 | Principle 4: The WHO list of | Principle 4: International guidance | For better reading
critically important | such as tFfhe WHO list of critically
antimicrobials, the OIE list of | important antimicrobials, the OIE list
antimicrobials of veterinary | of antimicrobials of veterinary
importance, or national lists, | importance, or national lists;—where
where available, should be | available; should be considered when
considered when setting | setting priorities for risk assessment
priorities for risk assessment | and risk management to minimize and
and risk management to | contain AMRantimicrobialresistance.
minimize and contain | The lists should be regularly reviewed
antimicrobial resistance. The | and updated as necessary when
lists should be regularly | supported by scientific findings as new
reviewed and updated as | scientific data emerges on resistance
necessary when supported by | patterns.
scientific  findings as new
scientific data emerges on
resistance patterns.
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Recommended Revision
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Principle Principle 15: On a continuous | Principle 15: Priority should be | For better reading
15 and progressive | given to the most relevant elements
implementation of risk | from a public health perspective
management measures along | when ©Ondeveloping a continuous
the food chain to minimize the | and progressive implementation of
possible risks associated with | risk management measures along the
foodborne AMR, priority should | food chain to minimize the possible
be given to the most relevant | risks associated with foodborne AMR;
elements from a public health | prierity—sheould-be-given-to-the-mest
perspective relevantelements from-apublic-health
perspective
Principle Principle on  preventing | Principle on preventing infections | For alignment
infections and reducing the | and reducing the need for | withthe
need for antimicrobials antimicrobial_agents definitions
Principle 2 | Principle 2: Biosecurity, | Principle 2: Biosecurity, appropriate
appropriate nutrition, | nutrition, vaccination, animal and
vaccination, animal and | plant/crop best management
plant/crop best management | practices, and other alternative tools
practices, and other alternative | where—appropriate,—and—that have
tools where appropriate, and | been proven to be efficacious and
that have been proven to be | safe, should be considered to reduce
efficacious and safe, should be | the need for use of antimicrobial
considered to reduce the need | agents.
for use of antimicrobial agents.
Principle The decision to use | The decision to use antimicrobial
13 antimicrobial agents should be | agents should be based on sound
based on sound clinical | clinical judgement, experience, and
judgement, experience, and | treatment efficacy. Where feasible
treatment efficacy. Where | and appropriate the results of
feasible and appropriate the | microorganismbaeterial cultures and
results of bacterial cultures and | integrated resistance surveillance and
integrated resistance | monitoring should also be considered
surveillance and monitoring
should also be considered
Principle Principles on the responsible | Principles on the responsible and | For alignment
and prudent use of | prudent use of antimicrobial_ agents | with definitions
antimicrobials (generally) {generathy and not
necessary.
Principle [Principle 12: Medically | [Principle 12: Medically important | To consider
12 important antimicrobials should | antimicrobials should be | differences
be administered, prescribed, or | administered, prescribed, or applied | between
applied only by, or under the | only by, or under the direction of, | jurisdictions.
direction of, veterinarians, | veterinarians, plant/crop health
plant/crop health professionals, | professionals, or other suitably trained
or other suitably trained | persons authorized or accepted in
persons authorized in | accordance with national legislation.]
accordance  with  national
legislation.]
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Recommended Revision

Rationale

Principle 3 | Principle 3: Science-based | Principle 3: Science-based species | Use of acronyms
species or  sector-specific | or sector-specific responsible and | and alignment
responsible and prudent | prudent  antimicrobial use  of | with definitions.
antimicrobial use guidelines | antimicrobial agents guidelines
should be developed, | should be developed, implemented,
implemented, and reviewed on | and reviewed on a regular basis to
a regular basis to maintain their | maintain  their  effectiveness in
effectiveness in minimizing the | minimizing the risk of foodborne
risk of foodborne antimicrobial | AMRantimicrobial—resistance. Such
resistance. Such guidelines | guidelines could be included as a part
could be included as a part of | of national action plans or
national action plans or | stakeholder-led plans on antimicrobial
stakeholder-led plans  on | resistanceAMR with development and
antimicrobial resistance with | dissemination shared among
development and | countries and organizations.
dissemination shared among
countries and organizations.

Principle Principles on the use of | Principles on the use of | Alignment with
antimicrobials in specific | antimicrobial__agents in specific | definitions
circumstances circumstances

Principle 5 | [Principle 5: Responsible and | [Principle 5: Responsible and | Alignment with
prudent use of antimicrobial | prudent use of antimicrobial agents | the definition
agents does not include the use | does not include the use for growth
for growth promotion of | promotion of medically important
antimicrobial agents that are | antimicrobial—agents—that—are
considered medically | considered—medically —impertant.
important. Antimicrobial agents | Antimicrobial agents that are not
that are not considered | considered medically  important
medically important should not | should not be used for growth
be used for growth promotion | promotion unless potential risks to
unless potential risks to human | human health have been evaluated
health have been evaluated | through procedures consistent with
through procedures consistent | the Guidelines for Risk Analysis of
with the Guidelines for Risk | Foodborne Antimicrobial Resistance
Analysis of Foodborne | CXG 77-2011
Antimicrobial Resistance CXG
77-2011

Principle 6 | Principle 6: Medically | Principle 6: Medically important | Alignment with
important antimicrobial agents | antimicrobials agents-should only be | definitions
should only be wused for |administered/appliedused for
therapeutic purposes | therapeutic usespurpoeses-{treatment;

(treatment, control/metaphylaxis ——or
control/metaphylaxis or prevention/prophylaxis-of-disease); or
prevention/prophylaxis of | in certain circumstances for research
disease); or in  certain | and conservation.

circumstances for research and

conservation.
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Current Text

Recommended Revision

Rationale

Principles
7 and 7bis

[Principle 7: When used for
prevention/prophylaxis of a
specific disease risk, medically
important antimicrobials should
only be administered in well-
defined circumstances, based
on epidemiological and clinical
knowledge, and follow
appropriate professional
oversight, dose, and duration.

Medically——important

[Principle 7bis: When used for
the control of
disease/metaphylaxis,

medically important
antimicrobial _agents _should
only be used on the basis of
epidemiological and clinical

[Principle 7: Medically important
antimicrobials should only be
administered/applied to food
producing animals\When—used—for
p!e.,el|t|e||1.p|e,plnyla;;|'s o2 speciic
ellse. ase—Hs«K nedically —important
anltun.ne_neblals s_heuld elllllyl . Be
cireamstanees; based on
epidemiological and clinical
knowledge, and follow appropriate
professional oversight, dose, and
duration. In addition, for prevention
of a disease/metaphylaxis,
professional judgement should be
used when a specific disease risk
has been identified. , Medically
. iricrobial hould

knowledge and a diagnosis of a

specific _disease and follow

appropriate professional

oversight, dose, and duration.]

Proposed
combination of
the two
principles.

Principle
Tter

Principle 7ter: When used for

Principle 7ter: When used for

plant/crop protection, medically

plant/crop protection, medically

important _antimicrobial agents

important antimicrobial agents should

should only be used to the

only be used to the extent necessary

extent necessary for a specific

for _a specific disease and follow

disease and follow appropriate

appropriate professional oversight,

professional oversight, dose,

dose, and duration.]

and duration.]

OK with principle
Tter, use of
medically
important
antimicrobials to
be in line with the
definition

Principle

Principle on surveillance of
antimicrobial resistance and
use

Principle on  surveillance of
AMRantimicrobialresistance and
antimicrobial agents use

Alignment with
definition and
consistent use of
acronym
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Principle Principle 10: Monitoring and | Principle  10:  Monitoring  and | Alignment with

10 surveillance of the use of | surveillance of the use of antimicrobial | definitions
antimicrobial agents and the | agents and the incidence or
incidence or prevalence, and in | prevalence, and in particular trends, of
particular trends, of foodborne | foodborne antimicrobial resistant
antimicrobial resistant | microorganisms  and  resistance
microorganisms and resistance | determinants are among the critical
determinants are among the | factors to consider when developing
critical factors to consider when | risk management measures and
developing risk management | evaluating the effectiveness of
measures and evaluating the | implemented risk management
effectiveness of implemented | measures. Use of antimicrobial agents
risk management measures. | in humans, food-producing animals,

Use of antimicrobial agents in | and plants/crops and transmission of
humans, food-producing | pathogens and antimicrobial
animals, and plants/crops and | resistance determinantsgenes
transmission of pathogens and | between humans, food-producing
resistance genes between | animals, plants/crops, and the
humans, food-producing | environment are additional factors to
animals, plants/crops, and the | consider, through the foodborne AMR
environment are additional | risk analysis process described in the
factors to consider, through the | Guidelines for risk analysis of
foodborne AMR risk analysis | foodborne antimicrobial resistance.
process described in the

Guidelines for risk analysis of

foodborne antimicrobial

resistance.

§13 13 10. The OIE terrestrial and | 13 408. The OIE terrestrial and aquatic | Food producing
aguatic animal health codes | animal health codes and the OIE list of | animals also
and the OIE list of antimicrobial | antimicrobial agents of veterinary | cover fish. It is
agents of veterinary importance | importance contain detailed | not necessary to
contain detailed information | information with respect to the control | specifically
with respect to the control of | of veterinary medicines for use in | mention
veterinary medicines for use in | food-producing animals———and | aquaculture.
food-producing animals and | aguacuiture
aquaculture

814 14 11, For more information on | 14 1%. For more information on the | Based on the
the data requirements for | data requirements for marketing | proposed
authorization of antimicrobial | authorization of antimicrobial agents | definition above
agents for food-producing | for food-producing animals see
animals see relevant national | relevant national guidelines or
guidelines or internationally | internationally harmonized guidelines,
harmonized guidelines, such-as | such-as-the-lnternational-Cooperation

i , ; . . . I :
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Location
8§15

Current Text

15 12. The competent
authorities, including the
authority responsible for
granting the marketing

authorization for antimicrobials
for use along the food chain,
have a significant role in
specifying the terms of the
authorization and in providing
appropriate information to the
veterinarian and plant/crop
health professionals, or other

suitably  trained persons
authorized in accordance with
national legislation and
producers through product
labelling and/or by other
means, in support of the

responsible and prudent use of
antimicrobial agents along the
food «chain. It is the

Recommended Revision
15 12. The competent authorities,
including the authority responsible for
granting—the marketing authorization
process—for—antimicrobials—for—use
alohg—the—food—chain, have a
significant role in specifying the terms
of the marketing authorization and in
providing appropriate information to
the veterinarian and plant/crop health
professionals, or other suitably trained
persons authorized in accordance
with national legislation and producers
through product labelling and/or by
other means, in support of the
responsible and prudent use of
antimicrobial agents along the food
chain. It is the responsibility of
competent authorities to develop up-
to-date guidelines on data
reqguirements to be provided for the

responsibility of competent

marketing authorization processfer
i ﬁ icrobial

authorities to develop up-to-

applications, as well as ensuring that

date  guidelines on  data

antimicrobial agents used in the food

requirements for evaluation of

chain _are used in accordance with

antimicrobial agent | national legislation.
applications, as well as
ensuring that antimicrobial

agents used in the food chain
are _used in_accordance with
national legislation.

Rationale
For alignment
with definitions.
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816 16 13. lis-theresponsibility-of | 16 13. H—is—therespensibility—of | Also stakeholders
competent——authorities——to | competentauthoritiesto-develop-up- | active in the
develop—up-to-date—guidelines | to-date—guidelines——on—data | prevention of
on—data—requirements—for requirements—for—evaluation—of disease, e.g.
evaluation—of —antimicrobial | antimicrobial—agent—applications- | through nutrition,
agent—applications- National | National governments in cooperation | should also be
governments in cooperation | with the relevant | considered in the
with animal, plant/crop, and | stakeholdersanimak—plant/crop,—and | cooperation.
public health professionals | public—health—professionals should
should adopt a One Health | adopt a One Health Approach to
Approach to promote the | promote the responsible and prudent
responsible and prudent use of | use of antimicrobial agents along the
antimicrobial agents along the | food chain as an element of a national
food chain as an element of a | strategy to minimize fortheprevention
national strategy to minimize for | and containment-of AMRantimicrobial
the-prevention and containment | resistance. Good animal production
of antimicrobial resistance. | (terrestrial and aquatic) and best
Good animal production | management practices for plant/crop
(terrestrial and aquatic) and | production, vaccination and
best management practices for | biosecurity policies and development
plant/crop production, | of animal and plant/crop health
vaccination and biosecurity | programs at the farm level contribute
policies and development of | to reduce the prevalence of animal
animal and plant/crop health | and plant/crop disease requiring
programs at the farm level | antimicrobial administration and can
contribute to reduce the | be incorporated into  national
prevalence of animal and | strategies to complement activities in
plant/crop disease requiring | human health.
antimicrobial administration
and can be incorporated into
national strategies to
complement activities in human
health.

8§17 [17 13bis:. In order to promote | [L7 i3bis:. In order to promote | To be in line with
responsible and prudent use of | responsible and prudent use of | the definition.
antimicrobial agents, it is | antimicrobial agents, it is important to
important to encourage the use | encourage the use development, and
development, and availability, | availability, and use of validated,
and use of validated, rapid, | rapid, reliable diagnostic tools, where
reliable diagnostic tools, where | available, to support veterinarians and
available, to support | plant/crop health professionals in
veterinarians and plant/crop | selecting the most appropriate
health professionals in | antimicrobial agent to be
selecting the most appropriate | administered/applied preseribed—for
antimicrobial to be | treatment.]
administered/applied
preseribed-fortreatment.

819 19 15. Competent authorities | 19 15. Competent authorities should | The quality of
should ensure that quality | ensure that quality controls are carried | antimicrobial
controls are carried out in | out in accordance with national or | agents does not
accordance with national or | international guidance and in | include its further
international guidance and in | compliance with the provisions of | use.
compliance with the provisions | good manufacturing practices,
of good manufacturing | including with regard to ensuring
practices, including with regard | quality and purity in manufacture,
to ensuring quality and purity in | storage—and-whenmixed-withfeed;
manufacture, storage, and | water—orotheringredients.
when mixed with feed, water, or
other ingredients.
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820 20 16. Assessment of efficacy | 20 46. Assessment of efficacy is | For consistency
is important to assure adequate | important to assure adequate | in the use of
response to the administration | response to the administration of | acronym and for
of antimicrobial agents. As part | antimicrobial agents. As part of the | better reading.
of the marketing authorization | marketing authorization process, it the
process, # the assessment | assessment should include the
should include the efficacy with | efficacy with optimal dosages and
optimal dosages and durations, | durations, supported by clinical trials,
supported by clinical trials, | microbiological data (including
microbiological data (including | antimicrobial susceptibility testing,)
antimicrobial susceptibility | and pharmacokinetic {(PK) data, and
testing,}—and pharmacokinetic | as—well-as pharmacodynamic {(PB}
(PK) data, and as—well—as | data. Data collected from
pharmacodynamic (PD) data. | pharmacovigilance (monitoring of
The H—may—also—include | an antimicrobial agent) can be
assessment may also include | considered as part its efficacy
evaluation of threugh—proper | assessmentThe-t-may-alse-include
evalvation———and good evaluaton—of—through—proper
pharmacovigilance practices. veterinary—care—health—program
evaluation——and———good
§22 22 19. In accordance with their | 22 19. In accordance with their | The definition of

national quidelines,

national _ quidelines, Gcompetent

Scompetent authorities should
consider foodborne AMR risk

authorities should consider foodborne
AMR risk characterization from of
enviropmental sources that contribute

characterization from of
enviropmental  sources that

to the food production environment,

contribute to the food

such-aspollutionfrom pharmaceutical

production environment, such

as pollution from

pharmaceutical _manufacture,

reuse of waste water for

irrigation, and use of manure,
and other waste-based
fertilizers __and/or ___municipal
wastes for soil fertilization. the

environmental—aspects—on

When a foodborne AMR risk is
determined through the
Guidelines for risk analysis of
foodborne antimicrobial
resistance the need for
monitoring and proportionate
risk management measures
€an should be considered.

wastes—for—soil-fertilization. When a
foodborne AMR risk is determined
through the Guidelines for risk
analysis of foodborne antimicrobial
resistance the need for monitoring and
proportionate  risk  management
measures €ah should be considered.

food production
environment is
enough here.
There is no need
to specify the

possible sources.

It is the
responsibility of
the authorities to
evaluate and
prioritize the
sources.
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Location
8§23

Current Text
23. 20. Competent authorities
should establish a Summary of
Product Characteristics or
similar document for each

Recommended Revision

23. 20. Competent authorities should
establish a Summary of Product
Characteristics or_similar document

for

each authorized antimicrobial

authorized antimicrobial

agent to be administered/applied to

veterinary _medicinal _product.

The information in these

food producing animalsveterinary
medicinal product. The information in

documents the—summary—of

istics can be
utilized in labelling and as a
package insert. Such

these documents the—summary—of

product-characteristics can be utilized

in labelling and as a package insert.
Such information may include:

information may include:

e brand/chemical/drug

name;_
e drug description;
e dosage

forms/strengths;

e contraindications;
warnings;_

e adverse reactions;

e drug interactions and
uses in specific
populations for each
authorized
antimicrobial veterinary
medicinal product,

when available.

brand/chemical/drug name;_

drug description;
dosage forms/strengths;

contraindications; warnings;_

adverse reactions;

drug interactions and uses in
specific populations in
accordance with the
marketing authorisation—for
eaeln_autllel zelel_ _ant |||e|e|b|all
whenavailable-

Rationale |
Only the use of
antimicrobial
agents for food
producing
animals is
covered by the
scope of the
Code of Practice.

For better
reading.
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Location
8§24

Current Text
Competent authorities should
establish systems for the
surveillance and monitoring of
antimicrobial resistance and
antimicrobial use following the
Guidelines  on integrated
monitoring and surveillance of
foodborne antimicrobial
resistance as developed by
Codex;——taking———into

Recommended Revision
24 2. Competent authorities should
establish systems for the surveillance
and monitoring of AMRantimicrobial
resistance and antimicrobial use
following the Guidelines on integrated
monitoring and  surveillance  of
foodborne antimicrobial resistance as

developed by Codex;—taking—into

Rationale
Consistent use of
acronyms

§25

Competent authorities should
have in place a
pharmacovigilance program for
the monitoring and reporting of
suspected adverse reactions to
veterinary antimicrobial agents
drugs, including lack of the
expected efficacy that could be

related to antimicrobial
resistance. The information
collected through the

pharmacovigilance program
can contribute to a sheuld-form
part—of—the comprehensive
strategy to minimize
antimicrobial resistance in food.

Competent authorities should have in
place a pharmacovigilance program
for the monitoring and reporting of
suspected adverse reactions to
veterinary and plant/crop protection
antimicrobial agents drugs-, including
lack of the expected efficacy that could
be related to AMRantimicrobial
resistance. The information collected
through the pharmacovigilance
program can contribute to a sheuld
form—part—of the comprehensive
strategy to minimize
AMRantimicrobialresistance in food.

Consistent use of
acronyms.

Inclusion of
plant/crop
protection
products to be in
line with
paragraph 26.
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Current Text

Recommended Revision

Rationale

8§26 In cases, where the | In cases, where the assessment of | Consistent use of
assessment of data collected | data collected from | acronym and
from pharmacovigilance and | pharmacovigilance and from other | clarification
from other post-authorization | post-authorization surveillance
surveillance including, if | including, if available, targeted
available, targeted surveillance | surveillance of AMRantimicrobial
of antimicrobial resistance in | resistance in veterinary or plant/crop
veterinary or plant/crop | pathogens, suggests that the
pathogens, suggests that the | conditions of use of the given
conditions of use of the given | veterinary antimicrobial agent defined
veterinary antimicrobial agent | in _the marketing authorization drug
marketing authorization drug | should be reviewed, competent
should be reviewed, competent | authorities shall endeavor to achieve
authorities shall endeavor to | this re-evaluation.
achieve this re-evaluation.

8§27 Competent authorities, te—the | Competent authorities, to—the—extent | The word
extent—pessible; should make | pessible; should make sure appreved | approved is not
sure approved antimicrobial | antimicrobial agents are distributed | necessary here
agents are distributed through | through  appropriate  distribution | as we relate to
appropriate distribution | systems in accordance with national | national
systems in accordance with | legislation, including that and | legislation
national legislation, including | medically important antimicrobials are | conditions.
that and—medically important | distributed to appropriately
antimicrobials are distributed to | credentialed/registered veterinarians,
appropriately plant/crop health professionals, or
credentialed/registered other suitably trained persons
veterinarians, plant/crop health | authorized in accordance with national
professionals, or other suitably | legislation.
trained persons authorized in
accordance  with  national
legislation.

8§28 Competent authorities;—te—the | Competent authorities;—to-theextent | To keep the
extent pessible; should prevent | pessible; should prevent illegal | recommendation
illegal medicines and | antimicrobial agentsmedicines and | within the scope
unapproved formulations from | unapproved formulations from | of the Code of
entering distribution systems entering distribution systems Practice.

831 Advertising and promotion of | Advertising and __ promotion  of
antimicrobial agents should be | antimicrobial agents should be done in
done in a manner consistent | a manner consistent with prudentuse
with prudentuse-guidelines-and | guidelines—and—any—other—the
any—ether specific regulatory | conditions set in the marketing
recommendations  for  the | authorisation speeific—regulatory
product recommendations{forthe product

Training Training on issues related to | Training on__issues related to | Consistent use of
antimicrobial resistance and | AMRantimicrobtalresistance and | acronym
the responsible ef users of | the responsible of users of
antimicrobial agents antimicrobial agents
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Location

Current Text

Recommended Revision

Rationale

832 Training should be supported, | Training should be supported, to the | Consistent use of
to the extent possible, by the | extent possible, by the competent | the acronym.
competent authorities on issues | authorities _on _issues _related to The presence of
related to antimicrobial | AMRantimicrobial resistance and the the s?akehol ders
resistance and the responsible | responsible use of antimicrobial

— - — depend on the
use of antimicrobial agents. | agents. Training may take the form of i f traini
Training may take the form of | communication and outreach and ype ot training.
communication and outreach | should be invelve the —competent
and should be involve the | authorities; all—the relevant to
competent authorities; allthe | veterinarians and plant/crop health
relevant to veterinarians and | professionals, manufacturers and
plant/crop health professionals, | marketing  authorization  holders,
manufacturers _and marketing | wholesale and retail distributors, food
authorization holders, | animal and plant/crop producers, and
wholesale and retail | other participants along the food
distributors, food animal and | chain, as appropriate. Training and
plant/crop producers, and other | communication may broadly address
participants _along the food | other public health constituencies
chain. Training and
communication _may broadly
address other public _health
constituencies

832 information on appropriate | information on appropriate storage | For consistency

5t pullet sto_rage _ conditions for | conditions for_antimicrobial agents | with definitions
antimicrobial agents before and | before and during use and the safe
during use and the safe | disposal of unused and out of date
disposal of unused and out of | antimicrobial agents
date antimicrobials

832 national action plans, if | national action plans, if available, and | Consistent use of

7t pullet availab'le, an_d international | international strat_egies_ to fight and | acronym
strategies to fight and control | control AMRantimierebialresistanece
antimicrobial resistance

832 good antimicrobial use | good antimicrobial agents use | Alignment with

8t pullet practic_es_, a_ntimicrobial prac_;tices, antimicrobial : prescription | definition
prescription writing and | writing  and establishment  of
establishment of withdrawal | withdrawal period
period

832 training in new methodologies | training in new methodologies for | Alignment with

9 bullet for_ molecular analysis _of moIecuIara_naIysis of AMRresistance; defin_ition and
resistance; understanding | understanding methods and results of | consistent use of
methods and results of | susceptibility testing toef antimicrobial | acronym
susceptibility testing of | agents and molecular analysis;
antimicrobials and molecular
analysis;

833 The relevant authorities sheuld | The relevant authorities sheuld can | Important to keep
can _encourage public and | encourage public and private research | the focus on
private research to to continue to study risks from | foodborne AMR

foodborne AMR, such as as it is the scope
of the Code of
Practice
833 improve the knowledge about | improve the knowledge about the | Alignment with
15th the mechanisms of action, | mechanisms of action, | definition
ullet o o
pharmacokinetics and | pharmacokinetics and
pharmacodynamics of | pharmacodynamics of antimicrobial
antimicrobial agents to optimize | agents to optimize the desage
the dosage therapeutic | therapeutic useregimens and their
regimens and their efficacy efficacy
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833 develop practical models for | develop practical models for applying | Keep focus on
3 pullet applying the concept of rigk the concept of risk analysis to assess the scope of the
analysis to assess the public | the public health concern precipitated | Code of Practice
health concern precipitated by | by the development of foodborne Consistent use of
the development of resistance | AMRresistance
acronym.
833 further develop protocols to | further develop protocols to predict, | Keep focus on
4% pullet predict, during the authorization | during the authorization process, the | the scope of the
process, the impact of the | impact of the proposed use of the | Code of Practice
proposed use of the | antimicrobial agents on the rate and Consistent use of
antimicrobial agents on the rate | extent of foodborne AMRtesistance
and extent of resistance | development and spread acronym.
development and spread
833 assess the primary drivers | assess the primary drivers leading to | For better reading
6 bullet !eadinq to use of .med{tealw use of' medically —important ar_1d aIig_nm_ent
important antimicrobials at the | antimicrobial agents at the farm, | with definitions.
farm, regional, and national | regional, and national levels, and the
levels, and the effectiveness of | effectiveness of different interventions
different interventions to | to_change behavior related to the
change behavior and reduce | inappropriate and-reduce-the use of
the use of medically-important | medically —important antimicrobial
antimicrobial agents in food | agents in food production
production
833 Supoprt the development of safe | Itis important that
gh b and effective solutions to keep the | research also
ullet - : - -
animals in_good health, including, | work on
(new) - .
agree necessary, the creation of | preventive
appropriate requlatory frameworks: | measures and
that regulatory
frameworks
support the use
of preventive
measures, when
necessary.
8§33 determine the potential transfer | determine the risk of foodborne | To be in line with
g8t b to fresh produce and other | AMR—petential transfer to fresh | the scope of the
ullet ; .
(current) plants/crop_s of resistant pro_duce and _other plants/crops of | Code of Practice
microorganisms and resistance | resistant microorganisms and
determinants from  animal | resistance determinants from animal
manures or other biological | manures or other biological materials
materials used as fertilizer or | used as fertilizer or selected for during
selected for during the use of | the use of production practices, and if
production practices, and if | there is subsequent transfer through
there is subsequent transfer | food to consumers
through food to consumers
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Location Current Text Recommended Revision Rationale
834 e improve knowledge on +improve knowledge—on—the | Seems out of the
oth the role of the role-of the-environmentonthe | scope of the

and . . T . .
10th environment on the persistence—of—antimicrobial | Code of Practice
bullets persistence of agems—and—me—emepgene&

antimicrobial  agents, transfer—and—persistence—of
and the emergence, antimicrobial——resistance
transfer and determinants—and—resistant
persistence of microorganisms;—
antimicrobial .
resistance o—rmp;eve—the—knewledge—and
determinants and sn-therole-oithe-environment
resistant e—n—thew'
microorganisms; and——persisience——of
antimicrobial————agents;
. i | . |
H 'p'e_"e Ell'e K 'Ig“’ eﬁdgl e ; - :
o determine—the—potential
emergence,——transfer ;
- transfer—to—animals—and
and—rpersistence—ot —ahe
timicrobial 1 wes_—ef—res&am
resistance- FRicrOorga |s||||s . all d
determinants-and- AMR I
. . . i i -
microerganisms; to-agrieultural-chemicaluse
e determine the potential
transfer to animals and
plants/crops of
resistant
microorganisms  and
resistance
determinants due to
agricultural  chemical
use.

835 The competent authorities | The competent authorities should | More appropriate,
should develop_and pregress | develop__and pregress implement | destruction is
implement effective procedures | effective procedures for the safe | only one method
for the safe collection and | collection and destruetion disposal of | of disposal.
destruction of unused, | unused, counterfeit, illegally
counterfeit, illegally marketed, | marketed, or out-of-date antimicrobial
or out-of-date antimicrobial | agents—including proper—disposalof
agents——including——proper  containers-and-packaging-materals.
disposal—of —containers—and

836 to supply all the information | to supply all the information requested | The information

15t bullet requested by 'ghe. national | by the national cqmpeter)t aythority in | provided shall be
competent authority in order to | order to establish objectively the | related to the
establish objectively the quality, | quality, safety and efficacy of their | product(s) of the
safety and efficacy  of | antimicrobial agents marketing
antimicrobial agents authorization

holders.

Title Marketing and export of | Marketing——anrd——export of | Export conditions
antimicrobial agents antimicrobial agents are part of world

trade
agreements.

838 Only  antimicrobial agents | Onby-antimicrobial-agents-meetingthe | This is part of
meeting the quality standards | guality—standards—of—the—imperting | world trade
of the importing country should | ceuntry—should—be—exported—from—a | agreements
be exported from—a-—country—in country—in—which—the products—were
which—the—products—were  produced
produced
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Current Text
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839

The information necessary to
evaluate the ameunt quantity
(sales or volume) of

The information necessary to
evaldatemonitor the ameunt quantity
(sales or volume) of antimicrobial

antimicrobial agents marketed
should be provided to the
national competent authority
and, when feasible, information

agents marketed should be provided,
when requested by-te the national
competent authority and—when
feasible_inf . > | of

on_estimated of types of use

(e.q. treatment, control,

on) e odmimistrati

prevention), route of

and-target species

administration and target
species

840

Package size and the
concentration and composition
of antimicrobial formulations
should be adapted, as far as
possible, to the approved
indications of use in order to
avoid improper dosing,
overuse, and leftovers

Package size and the concentration
and composition of antimicrobial
agents’ formulations should be
adapted, as far as possible, to the
approved indications of use in order to
avoid improper dosing, overuse, and
leftovers

Alignment with
definitions

§41

It is the responsibility of the
marketing authorization holders
to only advertise antimicrobial
agents in accordance with the
provisions of paragraphs 30-
3125-27 on the Responsibilities
of the Competent Authorities,
Control of Advertising and to
not advertise medically
important  antimicrobials  to
producers.

Redundancy with
paragraph 31 and
32

8§42

Advertising should only be
targeted to persons permitted
to  prescribe or  supply
antimicrobial agents.
Promotional campaigns
involving economic or material
benefits for prescribers or
suppliers of antimicrobials

should be-discouraged not be

used

Redundancy with
paragraph 31 and
32

8§43

It is the responsibility of the
marketing authorization holders

to support participate—in—the

training on issues related to

It is the responsibility of the marketing
authorization holders to support

patticipate—in—the training on issues
related to AMRantimicrobial

antimicrobial resistance and the

resistance and the responsible users

responsible users of
antimicrobial agents as defined
described in paragraph 32 28

of antimicrobial agents as defined
described in paragraph 32 28

Consistent use of
acronyms




AMR/07 CRD/06

22

Location
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844 It is the responsibility of the | Itis the responsibility of the marketing | Marketing
marketing authorization holders | authorization holders to supply | authorization
to  supply suppert—the | suppert-the-developmentofresearch | holder can only
development——of—researeh | required data to register antimicrobial | supply data and
required data to reqister | agents including data regarding and | information on
antimicrobial agents including | appropriately-assess the safety and | their products.
data regarding and | efficacy of their products as-defined
appropriately assess the safety deseribed—in—paragraph—29, as
and efficacy of products as | appropriate

. ; bed i |
29, as appropriate

845 Research on the development | Research on the development of new | It is important that
of new antimicrobials, safe and | antimicrobials, safe and effective | research is also
effective alternatives to the use | alternatives to the use of antimicrobial | organized on
of antimicrobials, rapid | agents, safe  and effective | preventive
diagnostics and vaccines are | preventive strategies, rapid | measures to
encouraged should——be | diagnostics and vaccines are | reduce the use of
performed. encouraged should-beperformed. antimicrobial

agents.

846 Wholesalers and retailers | Wholesalers and retailers distributing | To keep in the
distributing medically important | medically important  antimicrobial | scope of the
antimicrobial agents should | agents should only do so on the | Code of Practice
only do so on the prescription of | prescription of a veterinarian or order
a veterinarian or order from a | from a plant/crop health professional
plant/crop health professional | or other suitably trained person
or other suitably trained person | authorized in accordance with national
authorized in accordance with | legislation. All distributed
national legislation. All | antimicrobial agentspreduets should
distributed products should be | be appropriately labelled
appropriately labelled

847 name of receiving prescribing | name of responsible reeeiving | For clarification

ond |y veterinarian or plant/crop health | preseribing veterinarian or plant/crop | purpose

ullet . . . X
professional or other suitably | health professional or other suitably
trained and authorized person | trained and authorized person

847 name of medicinal product, | name of medicinal product | Keeping the

4% bullet formulatior_1, strength  and containi_ng the antimicrobial agent, | scope of the _
package size formulation, strength and package | Code of Practice

size

848 Distributors  should support | Distributors should support training, | Consistent use of
training, as appropriate, on | as appropriate, on issues related to | acronyms
issues related to antimicrobial | AMR antimicrobial-resistance and the
resistance and the responsible | responsible use of antimicrobial
use of antimicrobial agents | agents using information provided by
using information provided by | the competent authorities,
the competent authorities, | manufacturers and marketing
manufacturers and marketing | authorization holders, veterinarians
authorization holders, | and plant/crop professionals and other
veterinarians _and plant/crop | relevant entities as described defined
professionals and other | in paragraph 32
relevant entities as described
defined in paragraph 32
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850 Professional or other | Professional or other organizations | Editorial
organizations should be | should be encouraged to develop
encouraged to develop species | species or sector-specific guidelines
or sector-specific guidelines on | foren the responsible and prudent use
the responsible and prudent | of antimicrobial agents. National
use of antimicrobial agents. | action plans may include
National action plans may | recommendations to develop species
include recommendations to | or sector-specific guidelines
develop species or sector-
specific guidelines

8§51 e A prescription, er order + A prescription,—or—order—for | Part of the OIE
15t and 2" for application, or application,——oer——similar dOCl_Jments and
bullets similar document for document—for—medically | remit.

medically important important——antimicrobial

antimicrobial  agents agents—should—indicate—the

should indicate the dose,—the—dosage—intervals;

dose, the dosage route-and-the-duration-of-the

intervals, route and the administrationthe-withdrawal

duration of the perodwhen-approprates-and

administration, the the—amount—of —antimicrobial

withdrawal period, agent—to—be—delivered;

when appropriate, and depending-onthe-dosage-and

the amount of the—characteristics—of—the

antimicrobial agent to ndividual-or-population-to-be

be delivered, treated—in—accordance—with

depending on the nationallegislation;

dosage and the

characteristics of the ¢ The—quantity—o e

individual or population antimicrobial pneud_ ed te_ the
to be treated, In e R
accordance with be .I'.' ||teel_ i “el
national legislation; i :
Presecriptions-ororders-should
e The quantity of the also—indicate-the—owner—and
antimicrobial provided the-identification—of the food-
to the end-user should, producing——animals——or
if feasible, be limited plants/crops—to—which—the
only for the antimicrobials—are—to—be
administration administered

concerned.
Prescriptions or _orders
should also indicate the
owner and the
identification of the
food-producing
animals or plants/crops
to which the
antimicrobials are to be
administered
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852 . For food-producing animals, For food-producing animals, the | No deletion for
the  appropriate use  of | appropriate  use of medically | consistency with
medically——important | impeortantmedically important | 853.
antimicrobial agents in practice | antimicrobial agents in practice is a Better readin
is a clinical decision that should | clinical decision that should be based 9
be based on the experience | on the experience and-local-expertise
and—local—expertise of the | of the prescribing veterinarian; and
prescribing veterinarian; and | epidemiological and clinical
epidemiological and clinical | knowledge the—acecurate—diaghosis;
knowledge the——accurate based—on—adequate——diagnostic
diagnostic—procedures. Fhere | When a group of food-producing
willbe-oecasions When a group | animals; which may have been
of food-producing animals; | exposed to pathogens, they may need
whieh may have been exposed | to be treated without recourse to an
to pathogens, they may need to | aceurate——Ilaboratory confirmed
be treated without recourse to | diagnosis based on ard antimicrobial
an aceurate—laboratory | susceptibility testing to prevent the
confirmed diagnosis based on | development and spread of clinical
and antimicrobial susceptibility | disease and for reasons of animal
testing to prevent  the | husbandrywelfare
development and spread of
clinical disease and for reasons
of animal welfare
8§54 the history of the production unit | the history of the production unit | Alignment with
3rd particularly in regard to the | particularly with regards toin+regard | definition,
antimicrobial susceptibility | to the antimicrobial susceptibility | editorial
subbullet . . ;
of 15t proflles of the pathogens profiles of the.pathogens _myolve_d. Ensure samples
bullet involved. Whenever possible, | Whenever possible, the antimicrobial are properly
the antimicrobial susceptibility | susceptibility profiles should be lected
profiles should be established | established before the | COVecte
before the commencement of | starteemmencement of the
the administration. If this is not | administration. If this is not possible, it
possible, it is desirable for | is desirable for samples to be taken
samples to be taken before the | before the start of the administration to
start of the administration to | allow, if necessary, for adjustment of
allow, if necessary, for |therapy based on susceptibility
adjustment of therapy based on | testing. Should a first antimicrobial
susceptibility testing. Should a | agent administration fail, or should the
first antimicrobial administration | disease recur, the use of a second
fail, or should the disease recur, | antimicrobial agent should ideally be
the use of a second | based on the results of microbiological
antimicrobial agent should | susceptibility tests derived from
ideally be based on the results | relevant _appropriately collected
of microbiological susceptibility | samples
tests derived from relevant
samples
8§54 The need to minimize the | The need to minimize the adverse | Consistent use of
ond pullet adverse health effect_frpm the health effept fro.m the Qevelopment of | acronym
development of antimicrobial | AMRantimicrobial—resistance based
resistance based on on
854 the choice of the activity | the choice of the activity spectrum of | Alignment with
15t spectrum of the antimicrobial | the antimicrobial agent. Narrow- | definition
agent. Narrow-spectrum | spectrum antimicrobial agents should
subbullet S .
of ond antimicrobials ~ should be | be _ select.ed whenever
selected whenever | possible/appropriate
bullet : .
possible/appropriate
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8§54 the use of fixed combinations of | the use of fixed combinations of | For clarification

6th antim@cropial agents (i.e. on]y antimicrobial agents (i.e. only | purpose
combinations  contained in | combinations subject to a marketing
subbullet horized veterinary medicinal | authorisationcentained-in-authorized
of 2nd authorized vete y r
bullet proqlucts) which are effective | veterinary-medicinal-produets) which
against the target pathogens; | are effective against the target
and pathogens; and
855 For food-producing animals, | For food-producing animals, the off- | For clarification
the off-label use of a veterinary | label use of a veterinary antimicrobial | purpose
antimicrobial agent may be | agent may be permitted in appropriate
permitted in appropriate | circumstances and should comply
circumstances and should | with the national legislation including
comply with the national | the appropriate—andior use of
legislation including the | approved or appropriate withdrawal
appropriate—and/lor use of | periods to—be—used. It is the
approved or appropriate | veterinarian’s responsibility to define
withdrawal periods to-be-used. | the conditions of use including the
It is the veterinarian’s | dosetherapeuticregimen, the route of
responsibility to define the | administration, and the duration of the
conditions of use including the | administration and the withdrawal
therapeutic regimen, the route | period
of administration, and the
duration of the administration
and the withdrawal period
856 Human health risk related to | Human health risk related to | Consistent use of
foodborne antimicrobial | foodborne AMRantimicrebial | acronym
resistance should be an | resistance should be an important
important factor when | factor when considering the off-label
considering the off-label use of | use of veterinary antimicrobial agents
veterinary antimicrobial agents | in food-producing animals.
in food-producing animals.
8§57 Antimicrobials should not be | Antimicrobial agents should not be | Alignment with
used off-label for plants/crops used off-label for plants/crops definitions
858 For food-producing animals | For food-producing animals and | To keep
and plants/crops, records on | plants/crops, records on antimicrobial | consistency in the
antimicrobial agent prescription | agent prescription or administration | document
or__administration  application admlr_ustratlon/ pplication sh_ould pe Consistent use of
should be kept in conformity | kept in accordanceecenformity with
with national legislation or best | national legislation or best | acronym
management practice | management practice guidelines
guidelines In particular, for investigation of
In particular, for investigation of | AMRantimicrobial———resistance,
antimicrobial resistance, | veterinarians and plant/crop health
veterinarians and plant/crop | professionals or suitably trained
health professionals or suitably | persons authorized in accordance
trained persons authorized in | with national legislation should
accordance  with  national
legislation should
858 record the antimicrobial used, | record the antimicrobial agent used, | Alignment with
ond pyllet the QOsag_e Feg+men and the _the do_sage#egimenand the QUration; definitions
duration; investigate adverse | investigate adverse reactions to
reactions to  antimicrobial | antimicrobial agents, including lack of
agents, including lack of | expected efficacy, and report it, as
expected efficacy, and report it, | appropriate, to the competent
as  appropriate, to the | authorities (through a
competent authorities (through | pharmacovigilance system, if
a pharmacovigilance system, if | available).
available).
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860 Professional or other | Professional_or other organizations | Consistent use of
organizations should | should participate—in support the | acronym
patticipate—in  support the | development and/or delivery of
development and/or delivery of | training on issues related to
training on issues related to | AMRantimicrobial-resistance and the
antimicrobial resistance and the | responsible users of antimicrobial
responsible users of | agents as defined described in
antimicrobial agents as defined | paragraph 3228
described in paragraph 3228

Title Responsibilities of food | Responsibilities of food-producing | For consistency
animal and plant/crop | animal and plant/crop producers in the document
producers

861 Producers are responsible for | Producers are responsible for | Editorial and
implementing health | implementing health programmes on | need to keep the
programmes on their farms to | their farms to prevent and manage | objective of the
prevent and manage disease | disease outbreaks—Fhey-should—call | activity in the
outbreaks—Fhey-should-call-on | on——the  with assistance of | document.
the with  assistance  of | veterinarians, plant/crop  health
veterinarians, plant/crop health | professionals, or other suitably trained
professionals, or other suitably | persons authorized in accordance
trained persons authorized in | with national legislation. All
accordance  with  national | participants involved in the primary
legislation.  All  participants | production of food have an important
involved in primary production | role to play in preventing disease and
of food have an important role | to—+eduee reducing the need to use
to play in preventing disease | antimicrobials ensuring the
and to—reduce reducing the | responsible and prudent use of
need to use antimicrobials | antimicrobial agents to minimize risk
ensuring—theresponsible—and | of foodborne AMR
agents to minimize risk of
foodborne AMR

862 Producers of food animals and | Producers of food-producing animals | For consistency
plants/crops have the following | and plants/crops have the following | in the document
responsibilities responsibilities

862 to use antimicrobial agents in | to use antimicrobial agents in the | Alignment with

3 pullet the species, for the uses and at _spe_cies, for thg uses and at the do_ses defi_n_itior_1 and
the doses on the approved | indicated in the marketing | clarification
labels and in accordance with | authorisationen-the-approved-labels
the prescription, product label | and in accordance with the
instructions or the advice of a | prescription, product label instructions
veterinarian, plant/crop health | or the advice of a veterinarian,
professional or other suitably | plant/crop health professional or other
trained person authorized in | suitably trained person authorized in
accordance  with  national | accordance with national legislation
legislation familiar with the | familiar with the food-producing
food-producing animals or the | animals or the plant/crop production
plant/crop production site site

862 to comply with the storage | to comply with the storage conditions | Alignment with

41 pullet conditions  of _ antimicrobial | of antimicrobial agents ac_cordjng to defi_n_itior_m and
agents according to the | the marketing authorisationthe | clarification
approved product labelling approved-productlabelling
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862 to inform the veterinarian, | to inform the veterinarian, plant/crop | Alignment with
th plant/crop health professional, | health professional, or other suitably | definition and
8" bullet ; . . . . .
or other suitably trained person | trained  person  authorized in | consistency
authorized in accordance with | accordance with national legislation in | within the text
national legislation in charge of | charge of the production unit of
the production unit of recurrent | recurrent disease problems or failures
disease problems or failures-of | of suspected lack of efficacy of
suspected lack of efficacy of | antimicrobial agent
antimicrobial applications administration/applications
862 date of administration; species | date of administration/application; | For consistency
4th and number of animals or | species and number of animals or | reason
subbullet plants/crops plants/crops
of 11t
bullet
862 daily—dose—and—number—of | daily dose and number of treatment | Should be kept
gth treatment-days days
subbullet
of 11t
bullet
862 To participate in training on | To participate in training on issues | Consistent use of
14" pullet issges related to antimicropial rela}ted to AMRan.feimieuﬂebiaml acronym
resistance and the responsible | resistance and the responsible use of
use of antimicrobial agents as | antimicrobial agents as described in
described in paragraph 32, as | paragraph 32, as appropriate
appropriate
862 To  assist the relevant | To assist the relevant authorities in | Consistent use of
15% pullet authorities  in  surveillance suryeillanc_e programs related to | acronym
programs related to | antimicrobial use and
antimicrobial use and | AMRantimicrobial—resistance, as
antimicrobial resistance, as | appropriate

appropriate
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863 The responsible and prudent | The responsible and prudent use of | For clarity
use of antimicrobial agents | antimicrobial agents should be
should be supported by | supported by continuous efforts in
continuous efforts in disease | disease prevention to minimize
prevention to minimize infection | infection during production. and
during production. and decrease—exposure—to—antimicrobial
decrease——exposure——to | agents: Efforts should aim to improve
antimicrobial—agents: Efforts | health, thereby reducing the need for
should aim to improve health, | antibietics antimicrobial agents. This
thereby reducing the need for | can be achieved by, for example,
antibioties antimicrobial agents. .
This can be achieved by, for » For food-producing
example, improving hygiene, a“'”.‘"’."sv. . adeq_uate
biosecurity, | health nutrition improving hygiene,
management on farms, biosecurity,—and  health
improving animal and manageme_nt o,n farms to
plant/crop genetics, and reduce animal’s exposure
implementing national or to foodborne patho_gens
international good animal and” support amrn_als
production  (terrestrial and Tes"'ef‘ce qapab|l|t|es,
aquatic), and plant/crop improving amm_al and
production practices pl&n#epep'—genetlgs, and

implementing national or
international good animal
production (terrestrial and
aquatic), and——plantlcrop
e For plants/crops;
improving plant/crop
genetics and implementing
national or international
plant/crops good
production practices

867 Food business operators | Food business operators should | For consistency
should provide training on good | provide training on good hygienic | in the document
hygienic practices, including | practices, including those for
those for minimizing cross- | minimizing cross-contamination. The
contamination. The WHO Five | WHO Five Keys to Safer Food
Keys to Safer Food contains | contains useful information for food
useful information for food | handlers to minimize the transmission
handlers to minimize the | of foodborne illness, including
transmission of foodborne | AMRantimicrobial resistant
illness, including AMR resistant | infections
infections




AMR/07 CRD/06

29

Location
868

Current Text
Government, food industry and
other stakeholders along the
food chain should inform and
educate consumers on the risks
of foodborne illness, including
infections with resistant
microorganisms and ways to
minimize the risk of infection.

Some aspects to consider
when communicating to
consumers are:

¢ Identifying all the
stakeholders
and having a

common
message;

e Providing
information that
is clear,
accessible, and

targeted to a
non-scientific
audience;

¢ Considering

local
characteristics
that affect how
risks are
perceived (e.g.
religious belief,
traditions).;

The WHO Five Keys to Safer
Food Manual can be used as a
tool to assist in awareness
raising for consumers on how to
minimize foodborne bacteria in
their food

Recommended Revision
Government, food industry and other
stakeholders along the food chain
should inform and educate consumers

on the risks of foodborne illness,
including infections with
antimicrobial resistant

microorganisms and ways to minimize
the risk of infection.

Some aspects to consider when
communicating to consumers are:

e |dentifying all the
stakeholders and
having a common
message;

e Providing information
that is clear,
accessible, and
targeted to a non-
scientific audience;

e Considering local
characteristics that
affect how risks are
perceived (e.q.
religious belief,
traditions).;

The WHO Five Keys to Safer Food
Manual can be used as a tool to assist
in awareness raising for consumers
on how to minimize foodborne
microorganismbaeteria in their food

Rationale
For consistency
in the document
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