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PROPOSED DRAFT REVISION OF THE
CODE OF PRACTICE TO MINIMIZE AND CONTAIN ANTIMICROBIAL RESISTANCE
(CXC 61-2005)

Comments at Step 3 (Replies to CL 2017/83-AMR)

Comments of Australia, Brazil, Canada, Colombia, China, Costa Rica, Ecuador, Egypt, Indonesia, Japan,
Kenya, Russian Federation, Singapore, United States of America, CI*, FAO, FEFAC, Health for Animal,
ICGMA, IACFO, IFIF, IMS, IPC and OIE

Background

1. This document compiles comments received through the Codex Online Commenting System (OCS)
in response to CL 2017/83-AMR issued in September 2017. Under the OCS, comments are compiled in the
following order: general comments are listed first, followed by comments on specific paragraphs.
Explanatory notes on the appendix

2. The comments submitted through the OCS are, hereby attached as Annex | and are presented in
table format.

1 CI (Consumers International); FAO (Food and Agriculture Organization of the United Nations); FEFAC (European Feed
Manufacturers’ Federation), ICGMA (International Council of Grocery Manufacturers Associations), IACFO (International
Association of Consumer Food Organizations), IFIF (International Feed Industry Federation), IMS (International Meat
Secretariat), IPC (International Poultry Council) and OIE (World Organization for Animal Health)


http://www.fao.org/fao-who-codexalimentarius/members-observers/observers/detail/en/c/14805/

CX/AMR 17/5/5-Add.1 2

ANNEX |
Comments on the Proposed Draft Revision of The Code Of Practice To Minimize And Contain Antimicrobial Resistance (Cac/Rcp 61-2005)

GENERAL COMMENT

GENERAL COMMENTS MEMBER/OBSERVER

Issue to be considered/developed: Albania
Farm biosecurity

Good Farming Practice
Good Veterinary Practice

The current and proposed draft revision of the CAC/RCP 61 document has substantial overlap (from Paragraph 9 onwards) with the World Organisation | Australia
for Animal Health (OIE) Terrestrial Animal Health Code (Chapter 6.9, Responsible and Prudent Use of Antimicrobial Agents in Veterinary Medicine) and
the Aquatic Animal Health Code (Chapter 6.2, Principals for the Responsible and Prudent Use of Antimicrobial Agents in Aquatic Animals). Indeed, the
proposed draft revision references these chapters in its text.
In addition, the existing CAC/RCP 61 document provides much guidance on activities to be undertaken by regulatory authorities, which are available
elsewhere (viz. International Cooperation on Harmonisation of Technical Requirements for Registration of Veterinary Medicinal Products (VICH), OIE,
and Food and Agriculture Organization of the United Nations (FAQ)). For example, Paragraphs 25 to 27 deal with distribution of veterinary medicines,
this is a matter that is directly assessed through the OIE Performance of Veterinary Services, against OIE standards.
Upon consideration of the Codex mandate, CAC/RCP 61 document appears to be beyond its scope.
Given the era of tripartite collaboration on, and the existence of standards (e.g. OIE) in relation to, AMR, the standalone approach for such information
has been superseded and leads to duplication of international standards. Such duplication is confusing to the end user and it is unclear what the value
is provided by having multiple documents addressing the same content.
It is highly recommended that:
+ CAC/RCP 61 be revoked and the revision be discontinued, because of the significant overlap with other international guidelines
+ asimple hyperlink to relevant tripartite webpages be provided on the Codex website for certain animal health aspects
« if gaps are identified along the food supply chain, which are not covered by the relevant chapters of the OIE Terrestrial and Aquatic Animal
Health Codes, then a fit-for-purpose document could be developed or other Codex publications updated. For example, the Guidelines for risk
analysis of foodborne antimicrobial resistance (CAC/GL 77-2011), which is about risk analysis and management, be reviewed as a result
+ the definition of ‘medically important antibiotics’ be clarified as a matter of priority between international standard setting bodies
Gaps which could be addressed include, but are not limited to the following:
+ the use of antimicrobials in agriculture not related to livestock production (e.g. control of fungal and bacterial pathogens on crops and plants)
» containment of environmental contamination with antimicrobials (e.g. agricultural run-off, contamination from pharmaceutical industries, waste
management from intensive livestock facilities, and human waste discharge into sewers which re-enters the food chain through irrigation
« contribution of the food chain to human antimicrobial resistance, as it is unknown if food is making any or much contribution to the current
antimicrobial resistance issues.
This document does not distinguish between the specific reasons for use of antibiotics in animals. Different patterns of use (particularly between animals
that do, or do not, enter the food chain, and use for prophylactic versus therapeutic reasons) pose very different risks to human health.
Rationale: A Code of Practice needs to reflect these differences in patterns of use, country regulation and the associated health risks.
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This Code of Practice is also heavily focussed on agriculture and veterinary chemicals, and fails to acknowledge other key contributors to the
antimicrobial resistance issue — in particular, the use of antibiotics in human medicine.

Rationale: Recent research has shown that over-use and incorrect use of antibiotics in human medicine has a critical impact on antimicrobial resistance
and the prevalence of antimicrobial resistance infections. In addition, the transmission of antimicrobial resistance infections has also been shown to
occur in both directions — from human to animal, as well as from animal to human. Antibiotics are vital medicines for both humans and animals, and
antimicrobial resistance poses a significant threat to both human health, and animal health and welfare.

With respect to the inclusion of agricultural chemicals in the document, there needs to be more focus on animals.

Rationale: Research on the risk of antimicrobial resistance from agricultural chemicals is warranted.

If general consensus is to retain the CAC/RCP 61 document, then Australia also has specific comments section by section.

Insert section on ‘Responsibilities of animal feed manufacturers’ with reference to OIE Terrestrial Animal Health Code, Chapter 6.9, Responsible and
Prudent Use of Antimicrobial Agents in Veterinary Medicine.

Rationale: It is noted that ‘Responsibilities of animal feed manufacturers’ (of Terrestrial Animal Health Code, Chapter 6.9, Responsible and Prudent Use
of Antimicrobial Agents in Veterinary Medicine) is not part of this CAC/RCP 61 document and should be included for consistency with the OIE standard.

Brazil congratulates the EWG coordinators for their work and would like to express that Brazil is in favor of the approach of revising the current text
aligned to the Terms of Reference of the Ad Hoc Codex Intergovernmental Task Force on Antimicrobial Resistance approved by the 39th CAC,
specially reflecting provisions to the entire food chain, and also being consistent to the work done during the Physical Working Group in December 2016
in London and the agreed PROJECT DOCUMENT /1 - Proposal for new work on the revision of the Code of Practice to Minimize and Contain
Antimicrobial Resistance (CAC/RCP 61-2005).

As agreed, the purpose of the proposed new work is to revise the Code of Practice to Minimize and Contain Antimicrobial Resistance by broadening its
scope, and developing risk-based guidance on the management of foodborne antimicrobial resistance that addresses the entire food chain, in line with
the mandate of Codex. The revision should address the risk to human health associated with the presence in food and animal feed, and the
transmission through food and animal feed, of AMR micro-organisms or determinants. It should provide guidance on relevant measures along the food
chain to minimize the development and spread of foodborne antimicrobial resistance, including guidance on the responsible and prudent use of
antimicrobial agents in agriculture and agquaculture.

So it has been clearly agreed that the work is not only focused and not limited to the use of antimicrobials along the food chain, but on relevant
measures along the food chain to minimize the development and spread of foodborne antimicrobial resistance. It is also important to highlight that it was
also agreed that this work should consider work undertaken in this area by FAO, WHO and OIE, aiming to minimize duplication, avoid contradiction, and
ensure coherence.

Considering the excellent work done and the human and financial resources spent by Codex members during the Physical Working Group, Brazil
proposes changes in the structure of the new text to better reflect the purpose, scope, main aspects to be covered and criteria agreed in PROJECT
DOCUMENT 1.

Brazil suggests that the structure of the revised Code could have the following topics:

1 — Introduction, 2 — Scope 3 — Definitions, 4 — General principles, 5 — Responsible use of antimicrobial agents in animals

6 — Responsible use of antimicrobial agents in agriculture

7 — Practices during production, processing, storage, transport, retail and distribution of food, 8 — Consumer Practices

It is important that the Introduction and Scope are coherent to what was agreed in PROJECT DOCUMENT /1.

The definitions have to be further developed and will depend on the content of the final document, taking note of the definitions in CAC/GL 77-2011 and
elsewhere in existing Codex, FAO, WHO and OIE texts.

The general principles should be revised, to be consistent to “principles” and proportionate to the agreed scope of the document. It seems that many of
the suggested principles are proposed risk management measures and therefore should be included in the respective sections that address the issues.

Brazil
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While developing the other proposed items (Responsible use of antimicrobial agents in animals, Responsible use of antimicrobial agents in agriculture,
Practices during production, processing, storage, transport, retail and distribution of food, Consumer Practices) it is important to take into account work
undertaken in this area by FAO, WHO and OIE, aiming to minimize duplication, avoid contradiction, and ensure coherence. Nevertheless, it is important
to identify gaps to be covered to achieve the main objective of this document, which is to provide guidance on relevant measures along the food chain to
minimize the development and spread of foodborne antimicrobial resistance.

Brazil would also like to submit its specific comments on the proposed draft, for the paragraphs as listed below.

Canada appreciates the opportunity to provide comments on (i) the Proposed Draft Revision of the Code of Practice to Minimize and Contain Canada
Antimicrobial Resistance (CAC/RCP 61-2005) (CX/AMR 17/5/5) and (ii) Proposed Draft Guidelines on Integrated Monitoring and Surveillance of
Antimicrobial Resistance (CX/AMR 17/5/6). Canada particularly thanks the two Electronic Working Groups, in developing the documents for the Fifth
Session of TFAMR.

I. Proposed Draft Revision of the Code of Practice to Minimize and Contain Antimicrobial Resistance (CAC/RCP 61-2005)

1. Level of detail in the current draft of Code of Practice. Canada noted two different opinions on the level of detail, either too high level or too
prescriptive. Given that many contents (e.g., Strikethrough Paragraphs 10, 11, 13-16, 18, 22-35) were deleted with reference to OIE’s
Terrestrial/Aquatic Animal Codes, Canada considers this change makes the document too high level and not very useful as a stand-alone document.
Canada suggests that the key points or elements should remain in this document, and some areas could be summarized or re-written in a way to reflect
Codex mandate (rather than the mandate of the originating organizations). References could still be made to specific guidelines in other areas (e.g.,
OIE). Overall, we believe the new Code of Practice needs to be more of a stand-alone document.

2. Scope. Canada recommends that the main focus of the document should be on medically-important antimicrobial agents while acknowledging other
agents with antimicrobial properties being used in the food chain such as biocides or disinfectants could contribute to antimicrobial resistance.

3. Definitions. Canada notes different or even contradictory definitions among the Codex, WHO and OIE guideline documents on the treatment,
prevention, control, and/or therapeutic use of antimicrobial agents. Canada suggests to reinforce the use of specific simple terms, appropriate to the
host species (for example, control is a concept not really applicable in humans, yet is a common use practice in animals — hence to attempt to
harmonize this across humans and animals could be challenging). Careful consideration should be taken as to which definitions are truly useful to
harmonize across host species.

4. Off-label (Extra-label) use of antimicrobial agents. (i) Currently, this is covered under Responsibilities of Veterinarians and Plant Health
Professionals. Canada suggests that this issue is also covered under the Responsibilities of Regulatory Authorities to provide a guideline on their role in
establishing restrictions or conditions of the off-label use of medically important antimicrobial agents (in particular, of critically important agents) in food
animals. (ii) Off-label use for antimicrobials for growth promotion should be particularly addressed. A description in Para 51 “Off-label use of [medically
important] antimicrobial growth promoters should not be permitted” is considered incorrect and is suggested to be revised as “Off-label use of medically
important antimicrobial agents for growth promotion purpose should not be permitted.” Furthermore, Para 51 as currently written, mixes up several key
points. It is suggested to re-write this paragraph for clarity.

5. Antimicrobial categorization. Currently, the WHO has its list of Critically Important Antimicrobials while several countries including Canada have
their national lists of antimicrobials based on the importance in human medicine. How should a country make a choice between using WHO or its own
national list while making relevant decisions? In Canada, the national categorization has been used for setting priorities for risk analysis while taking into
consideration WHO'’s CIA Lists. In Principle 4, several lists are mentioned. It is suggested to include reference to the recognition of national lists in this
context. Canada recognizes that national lists may have been developed for different purposes and using different criteria than the WHO CIA list; hence
general recommendations regarding choices and uses of these lists may warrant further discussion.

6. Co-resistance. Co-resistance is a fundamental mechanism contributing to the emergence and spread of antimicrobial resistance. This document
does not mention co-resistance. However, GL 77-2011 guidelines do capture co-resistance. It is suggested to modify Principle #5 and include “or co-
resistance” after “cross-resistance”. We also suggest adding “co-resistance” to Definitions (i.e., “Co-Resistance: The ability of a microorganism to
multiply or persist in the presence of different classes of antimicrobial agents due to possession of various resistance mechanisms.” from GL 77).
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Colombia, desea compartir algunos comentarios generales respecto al el documento:

»  Eluso de antimicrobianos en el marco de las actividades del sector agricola, solo se mencioné en algunos apartes del documento, a pesar de
que se trata de un tema importante que probablemente requerird de asesoramiento cientifico por parte de la FAO/OMS para que el grupo de
accion pueda establecer medidas de gestién del riesgo.

*  Se sugiere retener el documento en el tramite 3, dado que es necesario contar con el resultado del asesoramiento cientifico acorde al
documento CX/CAC 17/40/12 Apéndice 3. Términos de Referencia para la Provision de Asesoramiento Cientifico sobre la Resistencia a los
Antimicrobianos.

+  Endiversos apartes del documento se menciona el enfoque de “Una Salud”, mientras que en otros se utiliza el término "Salud Unica’, se
sugiere estandarizar el término para todo el documento. Adicionalmente se sugiere aclarar cual es el alcance del Codex en el marco del
enfoque de “Una Salud".

*  Entérminos generales se observan problemas de traduccion al espafiol en el el documento.

+  Se sugiere evaluar la pertinencia del término “"seguimiento”, el cual se utiliza en diferentes apartados del documento, ya que se considera que
el término "monitoreo” es mas apropiado.

*  Se sugiere revisar en el contexto del documento la pertinencia de utilizar la palabra "bacterias” y en que apartes es necesario referirse a los
“microorganismos’, ya que el espectro del segundo es mas amplio.

Colombia

1. General comments on the overall framework of the CAC RCP text

1.1 RCP Scope Extensions but Content Not Matched: Although the scope of RCP document has been extended to control the antimicrobial
resistance associated with the food chain of animals, crops and aquaculture. However, the control of antimicrobial resistance related to agriculture and
environment has not been reflected in all chapters and specific contents, and there is no respective responsibilities of authorities and relevant
stakeholders. It is recommended that experts in the field of agriculture and environment should be invited to join the Electronic Working Group to
participate in the revision of the CAC RCP.

1.2 There are more coincidences between RCP and OIE documents: RCP documents refer to the contents of OIE Terrestrial Animal Health Code
chapter 6.9 and aquatic animal health code chapter 6.2 for many times, and there are many coincidences. It is suggested to properly summarize the
overlapping parts and refine the key points to form the RCP’s distinctive language.

1.3 Some texts in the RCP text are inconsistent: There was a literal inconsistency in the RCP document. For example, most Antimicrobial agents are
used in the article, but a few are used with antimicrobials, or with antimicrobial drugs, or with antibiotics, and the scope of the text defines antimicrobial
agents as more appropriate. Therefore, the experts recommended to the CAC Secretary-General to check the text throughout to ensure consistency of
the text.

2. Comments on some key controversial points

2.1 About alternatives of antimicrobial agents: Antimicrobial agents are irreplaceable. Alternatives are no substitute for antimicrobial agents in terms
of their safety (antimicrobial resistance, residue) or effectiveness or quality control. And some alternatives, such as probiotics, herbs and their extracts,
have higher risk for drug residue and antimicrobial resistance.

2.2 About the category of antimicrobial agents: The WHO and OIE has developed the list of the importance of antimicrobial agents in human
medicine and in veterinary medicine, respectively. China MOA has almost established Chinese list of veterinary antimicrobial agents. The RCP should
follow OIE list to prudent regulate the registration of the medical important antimicrobials in food-producing animals.

2.3 About prophylaxis/metaphylaxis/treatment: For animal bacterial infections, early treatment should be promoted, that is, prevention and
prophylactic use of antimicrobials.

China

1) FAO and WHO should provide scientific advice in order to appropriately address AMR in crop protection area in the revision of the Code of Practice.
There is little information on the link between the use of antimicrobials on crops and foodborne AMR, which necessitates scientific advice from FAO and
WHO. FAO and WHO called for data on foodborne AMR in livestock area and crop protection area to be submitted by 31 December 2017.

Japan
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2) Japan notes that there are inconsistent use of the terms. Firstly, “antimicrobials”, “antimicrobial agents” and “antimicrobial drugs” are used
interchangeably in many places. In order to avoid confusion, Japan proposes to define one of these terms and include other terms as synonyms in the
definition. Secondly, with respect to the proposed definitions “antimicrobial agent”, “antibiotic” and “antibacterial”, Japan considers it appropriate to use
antimicrobial agent only where these three terms are used interchangeably. As a consequence, the definition of “antibiotic” can be deleted (see specific

comments below).

3) Japan recalls that the purpose of the work of the TF is “to revise the Code of Practice by broadening its scope, and developing risk-based guidance
on the management of foodborne antimicrobial resistance” (see point 1 of the appendix 1 to CX/CAC 17/40/12 Add.2). However, Japan considers the
proposed draft revision not fully risk-based, in particular, several principles in the section “General Principles to Minimise and Contain Antimicrobial
Resistance” (See specific comments below)

4) Japan notes that the OIE Codes are not correctly referenced. An example of correct reference is given in specific comments.

Kenya appreciates the work of the EWG chaired by the US and Co-chaired by Kenya, China and the United Kingdom in proposed Draft Revision of the
COP to minimize and contain Antimicrobial Resistance for comments by member countries.

We also note the key areas of consensus as well as areas lacking consensus. We fully support the the approach to the format of the document as
presented in the appendix 1 (table of contents and the list of acronyms used in the documents).

Kenya proposes the refined definitions of treatment/metaphylaxis/control/prophylaxis/prevention adequately as appropriate to assist in their application
within the document.

We also propose the withdrawal of the term Medically Important Antimicrobials(MIAs) in the document since it is amorphous and therefore might open a
wider room of abuse. This affects the principle 12 of application as well.

We also note the no. of principles presented the document, some of which a quite lengthy.

Kenya

Singapore appreciates the effort of the working group to update this document and agree with overall approach to expand the scope to address the
entire food chain and to reference existing documents to avoid duplication.

Singapore

1. Thailand is of the opinion that the scope of this document in para 7 should revised to reduce some of the redundancy, especially in a context of
Minimize Antimicrobial Resistance. In addition, the format and sequence of terms “agriculture (crops), animal husbandry, and aquaculture” should be
considered and clearly defined in this draft document and proposed draft Guidelines on integrated monitoring and surveillance of antimicrobial
resistance.

2. Thailand would like the TFAMR to defined only definitions which are used in proposed draft revision of CAC/RCP61-2005. For the consistency, we
would like to request the TFAMR to harmonize the meaning of the identical definitions that appear in both draft documents. Moreover, some definitions
especially Medically important antimicrobials, Therapeutic use and Growth promotion should be considered in conjunction with the WHO guidelines on
use of medically important antimicrobials in food-producing animals (new released: November 7, 2017)

3. Thailand is of the opinion that there are too many general principles in this document. We suggested that the common and proximity principles could
be grouped together. In order to clearly understand, some broad principles should added sub-principles. A clear set of principles will give us immediate
focus and clarity on the Codex work on AMR in the future.

4. Thailand would like to stress once again that it is necessary to include the sections on the control of Active Pharmaceutical Ingredients (APIs), the
alternatives to antimicrobials especially autogenous vaccine as well as the responsibilities of feed manufacturers in the documents. Moreover, the detail
of “Responsibilities of Importers” and “Food Producers and Distributors” should also be added in the document.

5. The draft Guidelines should include the list of the documents relevant and related to work on antimicrobial resistance from the specialized
international bodies. For example, the OIE Aquatic Animal Health code should be added in relevant section as it is a very important document of Aquatic
Animal production. The phytosanitary measures or treatments from the International Plant Protection Convention (IPPC) should also be added (if
available) to ensure that the application of phytosanitary measures does not contribute to increased antimicrobial resistance.

Thailand
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6. Thailand in general supports the section of “Advocacy and Communication”. Nevertheless, we are opinion that this section should only focus on
“Communication”, rather than “Advocacy”. It is because of communication is a part of risk based approach (risk assessment, risk management, and risk
communication). Considering that regulatory authorities are responsible for developing the communication strategy with multi-stakeholder to minimize
and control of antimicrobial resistance along the food chain. With this in mind, the effective communication will lead to advocacy and social
mobilizations. Therefore, we suggest that “Advocacy” may be not appropriate to include in this section.

« The United States appreciates the opportunity to comment on the proposed draft revision of the Code of Practice to Minimize and Contain
Antimicrobial Resistance (CAC/RCP 61-2005) and takes note of the significant work by the EWG to develop a comprehensive document that took
into consideration the many comments submitted.

» The United States supports the proposal of the EWG to revise the format of the Code of Practice (COP) to be consistent with Guidelines for Risk
Analysis of Foodborne Antimicrobial Resistance (CAC/GL 77-2011) and improve coherence between the texts.

* The United States supports the proposals of the EWG to streamline the COP by revising and deleting sections of text that are redundant with the
OIE Terrestrial Animal Health Code Chapter 6.9 and Aquatic Animal Health Code Chapter 6.2.

» The United States supports the proposal to maintain in square brackets text that refers to the use of antimicrobials on plants/crops pending the
outcome of scientific advice to the TFAMR.

USA

As a general comment, we would like to welcome the introduction of a reference to adequate nutrition as part of preventative tools to enhance the ability
of animals to cope with pathogens. However, we believe this significant step would benefit from a clarification of what is meant by the concept of animal
nutrition, i.e. not just meeting the nutritional requirements of animals but also helping the animals to maintain a proper health status during certain
sensitive physiological stages (such as weaning) or even to enhance the ability of animals to cope with pathogens via action on the gastro estinal tract.
We do appreciate that this there may still be scope for discussions whether the responsibility to further develop elements related to adequate nutrition
within the present Code or should be referred to OIE as the leader on animal health management on the farm. In our opinion, the “One Health Strategy”
requires a coordinated approach between the two sectors and cross-references may be used as long as they contribute to meet the common objective
of reducing AMR.

Additional comments have been introduced in the form of edits in the attached file.

FEFAC

HealthforAnimals takes seriously the issue of antimicrobial resistance (AMR) and the importance of One Health. It has recently unveiled a global

Commitment on AMR supported by 200+ companies and endorsed by two leading veterinary groups representing 700,000 veterinarians.

Codex Alimentarius can further contribute to the work on AMR, but it is also necessary to understand and take stock of the work of Codex and tripartite

organizations (FAO, WHO, and OIE).

HealthforAnimals believes the Code of Practice adopted in 2005 (CAC/RCP 61-2005) is widely redundant with chapter 6.9 of the OIE Terrestrial Code,

which has been revised on a consistent basis by OIE since 2005.

HealthforAnimals considers that responsible use of antibiotics at the farm level falls very clearly within the scope of OIE. We strongly recommend that

the direction taken should be in alignment with the OIE chapter 6.9 of the Terrestrial Code and possibly other relevant texts of OIE. Additionally, the

Code of Practice and Surveillance of AMR documents outline principles and policies that are risk management recommendations without reference to

risk analysis or risk assessment.

We recommend that the principles and polices outlined in the documents be based on risk analysis as per Codex principles.

Guiding principles for the Task Force on Antimicrobial Resistance:

» Scope of the Task Force on AMR should stay within the mandate of Codex and not duplicate work of WHO, FAO, AGISAR and OIE. We would
challenge the Codex TFAMR to consider drawing more from the OIE’s Terrestrial Code to support this work. Most notable, the responsibilities for
veterinarians and responsibilities for producers are documented in the OIE code (chapter 6).

« Adoption of policies should be science-based and have supporting risk assessment. Risk assessment must precede risk management and remain
consistent with Codex procedures.

HealthforAnimals
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« Antimicrobial resistant risk management strategies should only focus on medically important antibiotics. There are many animal health products that
prevent bacterial disease in animals that are not medically important to people, therefore efforts to discourage the use of these animal health
products do not meet the goal of the Task Force on AMR.

« The ability to use a medically important antibiotic under the supervision of an animal health provider to treat, control, or prevent a disease should be
maintained as policy. This judicious use guidance will ensure the therapeutic use of antibiotics to protect animal health, food safety, and animal
welfare.

» Decisions about access to medicines are best made by the competent regulatory authority in countries (ex. FDA, EMA). Broad legislative initiatives
should be avoided and instead follow a careful, risk assessed approach by regulatory agencies to address stewardship of antibiotics in animal
health.

Thank you for giving the International Feed Industry Federation (IFIF) the opportunity to comment on the Proposed Revised Code of Practice to
Minimize and Contain Antimicrobial Resistance CAC/RCP 61, at Step 3, and please find our general comments below and our specific comments
marked in the document. IFIF acknowledges and welcomes the fact that ‘adequate’ nutrition has been specifically mentioned in principle 2 describing
preventative measures. However, the term ‘adequate’ would require further definition to better reflect the need of a well balanced diet to support animal
health status. IFIF proposes to specifically add ‘adequate nutrition’ when it is appropriate in the code to support the implementation of principle 2.

The text has still some inconsistency in the use of ‘antimicrobials’ and IFIF suggest to use systematically the terminology:’antimicrobial agents’.

IFIF notes as well the need for further discussion on whether to reference the OIE chapter or develop a new section, and this is an important aspect and
IFIF welcomes the opportunity to discuss more in detail during the physical meeting in Korea. While the emphasis of supporting adequate nutrition
strategies is relevant for the Code, it may not be the most appropriate place to address more details requirements as the Code focuses on human
health, while adequate nutrition focuses on animal health. As mentioned in our first comments, it is important that in a One Health approach, this Code
which is aiming at protecting human health, should refer to, and is read in conjunction with, on farm preventative measures OIE or other consensus-
based international organizations would have established or would establish in the framework of the global action plan on AMR to contribute to animal
health.

International Feed
Industry Federation

The International Meat Secretariat (IMS) appreciates the opportunity to offer our comments regarding the Step 3 Proposed Draft Revision of the Codex
Code of Practice to Minimize and Contain Antimicrobial Resistance (AMR). Ensuring animal health and well-being ranks as a top priority for the
membership of IMS. Antimicrobial drugs serve as a valuable tool used to protect animal health. Prevention, control, and treatment of animal diseases
are necessary actions for any successful animal health management program.

IMS understands the need to revise the Codex Code of Practice to Minimize and Contain AMR in order to achieve greater clarity and consistency with
the more recent Codex documents, such as the Guidelines for Risk Analysis of Foodborne AMR (CAC/GL 77-2011). Additionally, IMS agrees that the
Code of Practice document could be streamlined by removing redundant sections of text and providing references to the appropriate Codex and OIE
documents.

We believe that the work of the Codex task force on AMR should be focused on minimizing the potential adverse impacts to public health resulting from
foodborne AMR. The efforts of the Codex Alimentarius (Codex), the World Organization for Animal Health (OIE), the World Health Organization (WHO),
and the Food and Agriculture Organization of the United Nations (FAO) to work to better identify and manage the problem of AMR, using a One Health

approach, should remain coordinated and supportive.

IMS requests that the Codex AMR Task Force consider the following general recommendations while working to revise and update the Codex Code of

Practice to Minimize and Contain AMR:

* Maintain a science-based approach to controlling AMR that identifies and reviews all relevant data regarding the risks for developing foodborne
AMR.

« Explore improved management control measures and stewardship practices for the use of antimicrobial drugs rather than simply eliminating the use
of these products.

+ Examine any challenges and/or consequences to animal health resulting from efforts to significantly reduce or eliminate the use of antimicrobial
drugs.

International Meat
Secretariat
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* Guard that the scope of the Codex Code of Practice to Minimize and Contain AMR remains foodborne AMR, which is consistent with the Codex
mandate for ensuring food safety.

« Uphold transparency within all aspects of the process to review and revise the Code of Practice document and solicit widespread patrticipation of all
Codex member governments in the process.

* Use commonly accepted definitions in the Code of Practice that will foster and support a One Health approach to AMR.

« Avoid the use of politically-charged language (such as “advocacy”) and adhere to a more science-based tone in the language of the Code of
Practice document. IMS has also submitted specific edits to Step 3 for CL 2017/83/0CS-AMR

We thank the EWG and particularly the chair and co-chairs, the United States, China, Kenya, and the United Kingdom, for their work to broaden the
scope of the Code and to lay out areas of potential consensus and areas where further consideration is needed.

While we appreciate the effort to streamline and simplify the Code by referring to other texts, and support the cross-referencing of relevant texts, we
urge TFAMR to take primary responsibility for and control of elaborating the text of the Code, and to consider clarity, coherence, and ease of use to be
more important than avoiding duplication. In our view, too much important text has been deleted and the current draft too often refers the reader to OIE
texts. Moreover, key concepts (e.g., ensuring that all antimicrobials used in food-producing animals be prescribed by veterinarians or other suitably
trained persons) no longer appear in the Code.

IACFO notes that chapter 6.9 of the OIE Terrestrial Animal Health Code was last revised in 2014 and that chapter 6.2 of the OIE Aquatic Health Code
was adopted in 2011 and has not been revised since. These chapters thus do not take into account “new developments,” as requested by the Physical
Working Group on Antimicrobial Resistance [cite 1], and should not replace portions of the Code.

Sources cited:

(1) Codex Alimentarius Commission, Fortieth Session Agenda Item 12, CX/CAC 17/40/12 Add.2, Report of the Physical Working Group on Antimicrobial
Resistance (AMR), July 2017.

We support efforts to strengthen the text—for example re: the importance of reducing the need to use antimicrobials, by using measures such as
improved biosecurity, husbandry, non-antimicrobial disease prevention activities, etc.—and identify additional ways that the text can be further
strengthened in our specific comments.

IACFO suggests dropping the term “therapeutic use” from the text and instead clearly characterizing uses separately as either for treatment, control
(metaphylaxsis), prevention (prophylaxsis), or growth promotion. The current proposed definition of the term “therapeutic use” to include the first three of
these is inconsistent with the approach taken by the World Health Organization, which clearly distinguishes between antimicrobials used in animals for
growth promotion, prophylactic, and therapeutic/treatment purposes [cite 2]:

“Disease Treatment/Therapy/Therapeutic Use: Treatment/Therapeutic Use refers to use of an antimicrobial(s) for the specific purpose of treating an
animal(s) with a clinically diagnosed infectious disease or iliness. (Codex texts on foodborne antimicrobial resistance, 2015.)

Disease Prevention/Prophylactic Use: Prevention/Prophylactic Use refers to use of an antimicrobial(s) in healthy animals considered to be at risk of
infection or prior to the onset of clinical infectious disease. This treatment includes:

« control of the dissemination of a clinically diagnosed infectious disease identified within a group of animals, and

« prevention of an infectious disease that has not yet been clinically diagnosed. (Codex texts on foodborne antimicrobial resistance, 2015.)

Growth Promotion/Growth Promoter: Growth Promotion refers to the use of antimicrobial substances to increase the rate of weight gain and/or the
efficiency of feed utilization in animals by other than purely nutritional means. The term does not apply to the use of antimicrobials for the specific
purpose of treating, controlling, or preventing infectious diseases, even when an incidental growth response may be obtained. (Codex texts on
foodborne antimicrobial resistance, 2015.)”

Clearly, there is no consensus on the meaning of the term “therapeutic,” so we suggest instead that the four potential uses simply be itemized as
appropriate.

International
Association of
Consumer Food
Organizations
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GENERAL COMMENTS MEMBER/OBSERVER

More fundamentally, the proposed category of “therapeutic use” to include all but growth promotion obscures important distinctions between treatment,
control, and prevention that are relevant to minimizing and containing antimicrobial resistance. While each of these uses may be justified under certain
specific circumstances (for example, prophylactic use prior to surgery), such uses should be differentiated so that approaches to each can be
individualized. In our specific comments we suggest wording to more clearly define those circumstances.

Source cited:

(2) World Health Organization, 2016, Critically important antimicrobials for human medicine — 5th rev., p. 39, ISBN 978-92-4-151222-0.
www.who.int/foodsafety/publications/antimicrobials-fifth/en/.

With regard to whether the Code should use “antimicrobial” resistance or “antibiotic” resistance, we suggest that the more encompassing term
“antimicrobial” generally be used, unless it would not be appropriate in a particular context.

We propose including the WHO’s recommendation that certain classes of antimicrobials important to human medicine that currently have no veterinary
equivalent not be used in animals, plants, or aquaculture. These include carbapenems, lipopeptides, and oxazolidinones, as well as any new class of
bial developed for human therapy.[cite 3]

Source cited:

(3) Critically Important Antimicrobials for Human Medicine, 3rd Rev., 2011, p. 3.
http://apps.who.int/iris/bitstream/10665/77376/1/9789241504485 eng.pdf.

We recommend that further consideration be given to ensuring that appropriate conflict of interest safeguards are in place when deciding to establish,
establishing, implementing, and monitoring a policy or programme to minimize and contain antimicrobial resistance, consistent with the conclusions of a
recent World Health Organization consultation.[cite 4]

Sources cited:

(4) World Health Organization, “Addressing and Managing Conflicts of Interest in the Planning and Delivery of Nutrition Programmes at Country Level,”
Geneva, 2016.

In keeping with the proposed scope laid out in the Report of the Physical Working Group on Antimicrobial Resistance (TFAMR PWG) to address “the
entire food chain,” and with the One Health approach, we agree with the recommendation that TFAMR should consider not only animals but also crops,
the environment, manure, biocides, waste, packaging, production systems and practices, food processing, retail handling, and consumption. In addition,
we think that apiculture (bees), food storage, and the use of antimicrobials as food additives and/or food contact substances should be included. We
believe that the scope should include all uses of antimicrobial agents in all sectors throughout the food chain, and all ways that food can be
contaminated with organisms resistant to antimicrobials, or with antimicrobial resistance determinants.

Currently, many sections of the Code do not address the entire food chain. That includes the sections on quality control of antimicrobial agents,
assessment of efficacy, assessment of environmental impact, and, of particular importance, assessment of the potential of antimicrobial agents to select
for resistant organisms. While the Code now addresses (at least to some extent) crops and aquaculture in addition to animals, there is no mention in the
Code itself of apiculture, biocides, or antimicrobials used as processing aids or as secondary or direct food additives (e.g., natamycin), and very little
attention is devoted to food processing. Simply stating that the food processing industry should take necessary action in accordance with the Principles
and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL 63-2007) is insufficient.

Biocides are used at various points along the food chain, including as disinfectants and food preservatives, in animal husbandry (as feed preservatives
and for specific applications such as teat dips), and for decontamination of carcasses. A European assessment of the antibiotic resistance effects of
biocides noted that “any application that encompasses the widespread regular use of biocides at sub-lethal concentrations maintains a continuous
selective pressure and thus increases the risk of selecting resistant bacteria. This may occur in a number of uses including ... food production...” [cite 5]
This concept should be incorporated in the Code.

Source cited:(5) European Commission Directorate-General for Health & Consumers, Scientific Committee on Emerging and Newly Identified Health
Risks, “Assessment of the Antibiotic Resistance Effects of Biocides,” 2009.
http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_o_021.pdf.



http://www.who.int/foodsafety/publications/antimicrobials-fifth/en/
http://apps.who.int/iris/bitstream/10665/77376/1/9789241504485_eng.pdf
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SPECIFIC COMMENTS

SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

1. Introduction

Table of Contents

[Introduction]

[Scope]

[Definitions]

[General Principles to Minimize and Contain Antimicrobial Resistance]

[Responsibilities of the Regulatory Authorities]

[Responsibilities of Manufacturers]

[Responsibilities of Wholesale and Retail Distributors]

[Responsibilities of Veterinarians and Plant Health Professionals]

Albania

Issue to be considered/developed:

Farm biosecurity; Good farming practice; Good veterinary practice
Category: TECHNICAL

ICGMA

Support maintaining brackets on plant health professionals in this section
pending outcome of scientific advice.

Category: SUBSTANTIVE

[Responsibilities of Producers]

[Responsibilities of Consumers]

[Advocacy and Communication]

Introduction

China

It is unnecessary to highlight marketing authorization in the introduction part.
It is suggested to consolidate the para 4 and 5.

It is suggested that some of the statements of aims and objectives part be
moved after the sixth paragraph to highlight the objectives of the RCP. The
RCP aims to ensure the one health, namely the ecological health of human
beings, animals, plants and the environment. The effective reduction and
control of antimicrobial resistance should be under the protection of the
health of animal and the effective supply of food from animal and plant
source.
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SPECIFIC COMMENTS

Section/paragraph

‘ Member/Observer/ rationale

[1. Antimicrobial resistance poses a complex, global public health challenge. Within the food production to consumption continuum, there is a need to address the
selection and dissemination of resistant microorganisms and resistance determinants. The development of strategies for good practices in agriculture (crops),
aquaculture and animal husbandry including the responsible and prudent use of antimicrobials in all sectors following a One Health approach will form a key part of

multi-sectoral national action plans to address risks of foodborne antimicrobial resistance.]

[1. Antimicrobial resistance poses a complex, global public health challenge. Within the food
production to consumption continuum, there is a need to address the selection and dissemination of
resistant microorganisms and resistance determinants. The development of strategies for good
practices in agriculture (crops), aquaculture and animal husbandry including the responsible and
prudent use of antimicrobials in all sectors following a One Health approach will form a key part of
multi-sectoral national action plans to address risks of foodborne antimicrobial resistance.]

Australia
Paragraph 1

Comment: It is important to include fuller text on One Health. Suggest words
along the lines of “Risks may transfer in both directions between humans
and (other) animals”.

Rationale: The ‘One Health’ approach needs to be defined or explained in
the introduction, as it is used later in the document e.g. Principle 1.

Paragraph 1

Comment: Include text that acknowledges all sources of AMR
microorganisms in food for a One Health approach.

Rationale: Environmental and human sources of contamination should also
be mentioned even if not addressed by this Code of Practice.

Category: SUBSTANTIVE

[1. Antimicrobial resistance poses a complex, global public health challenge. Within the food
production to consumption continuum, there is a need to address the selection and dissemination of
resistant microorganisms and resistance determinants. The development of strategies along the
food chain to minimize the possible risks associated with foodborne AMR, including guidance for
good practices in agriculture (crops), aquaculture and animal husbandry including the responsible
and prudent use of antimicrobials in all sectors following a One Health approach will form a key part
of multi-sectoral national action plans to address risks of foodborne antimicrobial resistance.}] There
are shared responsibilities of all involved through the food production to consumption continuum,
including competent authorities, veterinary pharmaceutical industry, veterinarians, animal feed
manufacturers, distributors of veterinary drugs, food animal producers, food industry, distributors of
food and end consumers to help to mitigate possible risks of foodborne AMR.

The continued availability of veterinary antimicrobial drugs, which are essential for animal health and

consequently human health, will ultimately depend on the responsible use of these products by all
those involved in the authorisation, production, control, distribution and use of antimicrobials in food-
producing animals.

Brazil
Category: SUBSTANTIVE

[1. Antimicrobial resistance poses a complex, global public health challenge. Within the food
production-to-consumption-contintumchain, there is a need to address the selection and
dissemination of resistant microorganisms and resistance determinants. The development of
strategies for good practices in agriculture (crops), aquaculture and animal husbandry including the
responsible and prudent use of antimicrobials in all sectors following a One Health approach will
form a key part of multi-sectoral national action plans to address risks of foodborne antimicrobial
resistance.]

Egypt
replace
Category: TECHNICAL
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

1. Antimicrobial resistance poses a complex, global public health challenge. Within the food
production to consumption continuum, there is a need to address the selection and dissemination of
resistant microorganisms and resistance determinants. The development of strategies for good
practices in agriculture-{erops)[agriculture (crops)], aquaculture and animal husbandry including the
responsible and prudent use of antimicrobials in all sectors following a One Health approach will
form a key part of multi-sectoral national action plans to address risks of foodborne antimicrobial
resistance.}

USA

The United States supports the adoption of the revised and deleted text in
the Introduction with the following exceptions.

Paragraph 1: Maintain “agriculture (crops)” in square brackets.

Paragraph 2: Maintain “agricultural chemicals on crops and” in square

brackets.

Paragraph 4: Maintain “and plant health professionals” in square brackets.

Rationale: Text that refers to the use of antimicrobials on plants and crops

should be maintained in square brackets pending the outcome of scientific

advice to the TFAMR. To develop appropriate guidance on the use of

antimicrobials on plants and crops significant gaps in data and information

must be addressed.

Among the areas where data gaps exist are:

» Information on the antimicrobial classes and application methods used
on crops,

+ Types of crops and agricultural settings where antimicrobials may be
used,

» Information of the selection and dissemination of resistant bacteria
associated with antimicrobial use on crops,

» Evidence of the transfer of resistance determinants between bacteria
associated with crops,

+ Evidence of a causal link for human foodborne illness due to
consumption of food contaminated with antimicrobial resistant bacterial
pathogens originating from plants/crop as a result of treatment of that
plant/crop with an antimicrobial.

Adequate information on the antimicrobials, target bacteria, food

commodities, use patterns, and other parameters is critical to the

development of effective and efficient risk management guidance. This
information is currently lacking for antimicrobial use on crops.

Category: SUBSTANTIVE

[1. Antimicrobial resistance is a major public health problem and poses a complex, global public
health challenge. Within the entire food production to consumption continuum, there is a need to
address-minimize and contain the selection and dissemination of resistant microorganisms and
resistance determinants. The development of strategies for good practices throughout the entire
food chain, including in agriculture (crops), aquaculture and animal husbandry (whether for
mammals, birds, fish, or insects), food processing, packaging, storage, distribution, and through to
consumption and including the responsible and prudent use of antimicrobials in all sectors following
a One Health approach will form a key part of multi-sectoral national action plans to address risks of
foodborne antimicrobial resistance.]

International Association of Consumer Food Organizations

Broaden to include all uses and all sectors throughout the entire food chain,
and strengthen wording to emphasize that AMR is a major public health
problem.

Category: SUBSTANTIVE
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SPECIFIC COMMENTS

Section/paragraph

‘ Member/Observer/ rationale

the List of Antimicrobials of Veterinary Importance should also be referenced.]

[2. 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 Proposed Draft Guidelines on Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne Antimicrobial Resistance CAC/GL 77-2011.
In addition, the Codex Code of Hygienic Practice for Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal Feeding (CAC/RCP 54-
2004), and Principles and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL 63-2007) are particularly relevant for use of agricultural chemicals
on crops and animal feed, respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance in foodborne bacteria, Application of a One Health
Approach (2017) and Critically Important Antimicrobials for Human Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic Animal Health Codes and

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal
Feeding (CAC/RCP 54-2004), and Principles and Guidelines for the Conduct of Microbiological Risk
Management (CAC/GL 63-2007) are particularly relevant for use of agricultural chemicals on crops
and animal feed, respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance
in foodborne bacteria, Application of a One Health Approach (2017) and Critically Important
Antimicrobials for Human Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic
Animal Health Codes and the List of Antimicrobials of Veterinary Importance should also be
referenced.]

Australia

Paragraph 2

Comment: A different approach for the document is suggested — part of the
risk analysis process focusing on ‘risk management’. The proposed
document should include mention about traceback mechanisms when an
incident with a foodborne pathogen with AMR arises.

Rationale: This would help referencing to the Guidelines for Risk Analysis of
Foodborne Antimicrobial Resistance CAC/GL 77-2011, which contains a
comprehensive section on ‘Foodborne AMR Risk Management'.

Comment: With respect to the inclusion of agricultural chemicals in the
document, there needs to be more focus on animals.

Rationale: Research on the risk of antimicrobial resistance from agricultural
chemicals is warranted.

Category: SUBSTANTIVE

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) Principles and Guidelines for the Conduct of
Microbiological Risk Management (CAC/GL 63-2007)and-Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-201177-2011 and General Principles of Food Hygiene
(CAC/RCP 1-1969). In addition, the Codex Code of Hyglenlc Practice for Fresh Frwts and
Vegetable

63-2997—)—are partlcularly relevant for use of agricultural chemlcals on crops and animal feed,
respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance in foodborne
bacteria, Application of a One Health Approach (2017) and Critically Important Antimicrobials for
Human Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic Animal Health
Codes and the List of Antimicrobials of Veterinary Importance should also be referenced.]

Brazil
Category: SUBSTANTIVE
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal
Feeding (CAC/RCP 54-2004), and Principles and Guidelines for the Conduct of Microbiological Risk
Management (CAC/GL 63-2007) are particularly relevant for use of agricultural chemicals on crops
and animal feed, respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance
in foodborne bacteria, Application of a One Health Approach (2017) and Critically Important
Antimicrobials for Human Medicine (2016) and relevantchapters-ef-the OIE Terrestrial-and-Agquatic
Animal-Health-Codes-and-the-List of Antimicrobials of Veterinary Importance should also be
refereneed-jtaken into account as appropriate

USA

Rationale: Codex texts should be read in conjunction with other
internationally-recognized texts developed through transparent processes of
review and consensus by Member Countries, such as those recognized
under the World Trade Organization (WTO) SPS agreement [i.e. Codex,
OIE, and International Plant Protection Convention (IPPC)].

Category: TECHNICAL

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL #7-201177-2011 and relevant chapters of the OIE Terrestrial and
Aquatic Animal Health Codes. In addition, the Codex Code of Hygienic Practice for Fresh Fruits and
Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal Feeding (CAC/RCP 54-
2004), and Principles and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL
63-2007) are particularly relevant for use of agricultural chemicals on crops and animal feed,
respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance in foodborne
bacteria, Application of a One Health Approach (2017) and Critically Important Antimicrobials for
Human Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic Animal Health
Codes and the List of Antimicrobials of Veterinary Importance should also be referenced.]

USA

The United States recommends moving “and relevant chapters of the OIE
Terrestrial and Aquatic Animal Health Codes” to the first sentence.

Category: TECHNICAL

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal
Feeding (CAC/RCP 54-2004), and Principles and Guidelines for the Conduct of Microbiological Risk
Management (CAC/GL 63-2007) are particularly relevant for use of agricuttural-chemicals
antimicrobial agents on crops and animal feed, respectively. WHO guidelines on Integrated
surveillance of antimicrobial resistance in foodborne bacteria, Application of a One Health Approach
(2017) and Critically Important Antimicrobials for Human Medicine (2016) and relevant chapters of
the OIE Terrestrial and Aquatic Animal Health Codes and the List of Antimicrobials of Veterinary
Importance should also be referenced.]

International Feed Industry Federation
Category: SUBSTANTIVE
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003)-and-53-2003), the Code of Practice on Good
Animal Feeding (CAC/RCP 54-2004), the Guidelines for the Design and Implementation of National
Requlatory Food Safety Assurance Programs Associated with the Use of Veterinary Drugs in Food
Producing Animals (CAC/GL 71-2009), the Code of Practice for Fish and Fishery Products
(CAC/RCP 53-2003), the General Principles of Food Hygiene (CAC/RCP 1-1969), and Principles
and Guidelines for the Conduct of Mlcroblologlcal RISk Management (CAC/GL 63- 2007) are
particularly reley
WHO guidelines on Integrated surveillance of antlmlcroblal reS|stance in foodborne bactena
Application of a One Health Approach (2017) and Critically Important Antimicrobials for Human
Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic Animal Health Codes and
the List of Antimicrobials of Veterinary Importance should also be referenced.]

International Association of Consumer Food Organizations
Category: SUBSTANTIVE

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal
Feeding (CAC/RCP 54-2004), and Principles and Guidelines for the Conduct of Microbiological Risk
Management (CAC/GL 63-2007) are particularly relevant for use of agricultural chemicals on crops
and animal feed, respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance
in foodborne bacteria, Application of a One Health Approach (2017) and Critically Important
Antimicrobials for Human Medicine (2016) and relevant chapters of the OIE Terrestrial and Aquatic
Animal Health Codes and the List of Antimicrobials of Veterinary Importance should also be
referenced.]

OIE

Veterinary public health is part of the OIE Terrestrial Animal health Code

(section 6) Code. To clarify that its about human health it would
preferable to distinguish between “human “health and “animal *
appropriate.

Category: TECHNICAL

be
health where

[2. 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 Proposed Draft Guidelines on
Integrated Surveillance (CAC/GL xx-xxxx) and Guidelines for Risk Analysis of Foodborne
Antimicrobial Resistance CAC/GL 77-2011. In addition, the Codex Code of Hygienic Practice for
Fresh Fruits and Vegetables (CAC/RCP 53-2003) and the Code of Practice on Good Animal
Feeding (CAC/RCP 54-2004), and Principles and Guidelines for the Conduct of Microbiological Risk
Management (CAC/GL 63-2007) are particularly relevant for use of agricultural chemicals on crops
and animal feed, respectively. WHO guidelines on Integrated surveillance of antimicrobial resistance
in foodborne bacteria, Application of a One Health Approach (2017) and Critically Important
Antimicrobials for Human Medicine (2016) and relevantechapters-Chapter 6.10 Risk analysis for
antimicrobial resistance arising from the use of antimicrobial agents in animals of the OIE Terrestrial
Animal Health Code (2017),and Chapter 6.5 Risk Analysis for antimicrobial resistance arising from
the use of antimicrobial agents in aguatic animals of the OIE Aquatic Animal Health Cedes-Code

(2017) and the OIE List of Antimicrobials of Veterinary impertance-should-alse-be
referencedimportance.]

OIE
Category: TECHNICAL
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SPECIFIC COMMENTS

Section/paragraph Member/Observer/ rationale

[3. Where available, national and local guidelines to minimize and contain antimicrobial resistance should be taken into consideration. Best practices and guidelines on

the responsible and prudent use of antimicrobials developed by governmental and professional organizations should also be considered.]

Brazil
Category: EDITORIAL

Colombia
Tamblen deberlan tenerse en cuenta las Ya que hace referencia precisamente al documento que se esta elaborando
mejores practicas y las directrices sobre el uso responsable y prudente de los antimicrobianos Category: TECHNICAL

elaboradas por organizaciones gubernamentales y profesionales.]

1. [4.] This document provides additionat guidance for [on relevant measures along the food chain to minimize the development and spread of foodborne antimicrobial

resistance, including gwdance on] the responS|bIe and prudent use of antlmlcroblals |n [the] food [chaln]-pmduemg—ammals—and—shewd—be#ead%eenﬁmeuen—w%h

)93. It’s objectives are [part of a One Health approach] to
minimize the potential adverse impact on publlc [and anlmal] health resultlng from the use of antlmlcroblal agents in [the] food [chain]-preducinganimals, in particular
the development of antimicrobial resistance. It is also important to provide for the safe and effective use of veterinary antimicrobial [agents]drugs-in-veterinary
medicine by maintaining their efficacy. This document defines the respective responsibilities of authorities and greups[relevant stakeholders] involved in the
authorization, production, control, distribution and use of veterirary antimicrobials such as the national regulatory authorities, the-veterirary-pharmaceutical
wmdustry[manufacturers], veterinarians [and plant health professionals], [wholesale and retail] distributors[,] ard [food] producers[, and consumers] effood-producing
animals.

Brazil

Category: EDITORIAL
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

4. [4.] This document provides additional guidance fer [on relevant measures along the food chain to
minimize the development and spread of foodborne antimicrobial resistance, including guidance on]

the respons,lble and prudent use of antimicrobials in [the] food [chaln]-pFeeIHemg—ammaJs—and—shewd

ef—Vetennaw—DmngAGA%G%S—ngs It's objectlves are [part of a One Health approach] to

minimize the potential adverse impact on public [and animal] health resulting from the use of
antimicrobial agents in [the] food [chain]-preducing-animals, in particular the development of
antimicrobial resistance. It is also important to provide for the safe and effective use of veterinary
antimicrobial [agents]drugs-in-veterinary-medicine by maintaining their efficacy. This document
defines the respective responsibilities of authorities and greups[relevant stakeholders] involved in
the authorization, production, control, dlstnbutlon and use of vetennary antimicrobials such as the

national regulatory authorities, [manufacturers], veterinarians
[and plant health professionals], [wholesale and retail] distributors|,] and [food] producers|, and

consumers] ef-food-producing-animals.

Canada

- Para 4. Suggest further defining “manufacturers” by adding the deleted
“pharmaceutical” to have “pharmaceutical manufacturers “. “manufacturers”
alone is too broad. Moreover, producers of antimicrobial products are
regarded as pharmaceutical makers.

Category: EDITORIAL

1. [4.] Este documento brinda orientacion adicional para [sobre las medidas pertinentes a lo largo de
la cadena alimentaria para reducir al minimo la aparicion y la propagacion de la resistencia a los
antimicrobianos transmitida por los alimentos, entre otras, orientaciones sobre] el uso responsable y

prudente de Ios antlmlcroblanos en [Ia cadena allmentarla]4e&ammales—preduete¥e&deahmemes—y

}993 Su ObjetIVO[ en el marco del enfoque “Una Salud” ,] es reducir aI minimo Ios p05|bles efectos
adversos en la salud publica [y animal] del uso de agentes antimicrobianos en les-arimales
productores-de-alimentos [la cadena alimentaria], en particular el desarrollo de resistencia de los
antimicrobianos. También es importante para asegurar el uso inocuo y efectivo de los
medicamentos-veterinarios [agentes] antimicrobianos enla-medicina-veterinaria conservando su
eficacia. Este documento define las respectivas responsabilidades de las autoridades y les-grupes
[partes interesadas pertinentes] que intervienen en la autorizacion, produccion, control, distribucion
y uso de los antimicrobianos veterinaries, en concreto las autoridades de reglamentacion
nacionales, la industria farmacéutica la-industriafarmacéutica-veterinaria [los productores], los
veterinarios [y profesionales de sanidad vegetal], los distribuidores [minoristas y mayoristas,] ¥ [los]

productores| y los consumidores]de-animales-de-los-gue-se-obtienen-alimentos.

Colombia

Se sugiere no eliminar la industria farmacéutica como parte de los actores
responsables y referirse en en general las comercializadores de insumos
agricolas, ademas se considera un actor importante dentro de la
problematica de resistencia antimicrobiana en la cadena agro-alimentaria.

Category: TECHNICAL
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

1. [4.] Este documento brinda orientacién adicienal para [sobre las medidas pertinentes a lo largo de
la cadena alimentaria para reducir al minimo la aparicién y la propagacion de la resistencia a los
antimicrobianos transmitida por los alimentos, entre otras, orientaciones sobre] el uso responsable y

prudente de Ios antlmlcroblanos en [Ia cadena ahmentanaHes-arwnales—pFeduete#e&deahmeMQS—y

}993 Su Obje'[IVO[ en el marco del enfoque “Una Salud" ,] es reducir aI minimo Ios p05|bles efectos
adversos en la salud publica [y animal] del uso de agentes antimicrobianos en les-animales
productores-de-alimentos [la cadena alimentaria], en particular el desarrollo de resistencia de los
antimicrobianos. También es importante para asegurar el uso inocuo y efectivo de los
medicamentos-veterinaries [agentes] antimicrobianos enla-medicina-veterinaria conservando su
eficacia. Este documento define las respectivas responsabilidades de las autoridades y los-grupos
[partes interesadas pertinentes] que intervienen en la autorizacion, produccion, control, distribucion
y uso de los antimicrobianos veterinarios, en concreto las autoridades de reglamentacion
nacionales, fa-industria-farmacéutica-veterinaria-[los-productores}, los veterinarios [y profesionales
de sanidad vegetal], los distribuidores [minoristas y mayoristas,] ¥ [los] productores| y los
consumidores] } i } .

Colombia
Se sugiere eliminar, ya que e encuentra repetido dentro de la oracion.

Category: TECHNICAL

4. [4.] Este documento brinda orientacion adicional para [sobre las medidas pertinentes a lo largo de
la cadena alimentaria para reducir al minimo la aparicion y la propagacion de la resistencia a los
antimicrobianos transmitida por los alimentos, entre otras, orientaciones sobre] el uso responsable y

prudente de Ios antlmlcroblanos en [Ia cadena allmentarla]%&amales—pre%etere&deahmemes—y

}993 Su ObjetIVO[ en el marco del enfoque Una Salud ,] es reducir aI minimo Ios p05|bles efectos
adversos en la salud pablicafyanimal-publica del uso de agentes antimicrobianos en les-animales
productores-de-alimentos [la cadena alimentaria], en particular el desarrollo de resistencia de los
antimicrobianos. También es importante para asegurar el uso inocuo y efectivo de los
medicamentos-veterinarios [agentes] antimicrobianos enla-medicina-veterinaria conservando su
eficacia. Este documento define las respectivas responsabilidades de las autoridades y les-grupes
[partes interesadas pertinentes] que intervienen en la autorizacién, produccion, control, distribucion
y uso de los antimicrobianos veterinaries, en concreto las autoridades de reglamentacion
nacionales, fa-industria-farmacéutica-veterinaria [los productores], los veterinarios [y profesionales
de sanidad vegetal], los distribuidores [minoristas y mayoristas,] ¥ [los] productores| y los

consumidores]de-animales-de-los-que-se-obtienen-alimentes.

Colombia

Colombia sugiere eliminar [y animal] en concordancia con el objetivo del
Codex que es “proteger la salud de los consumidores y asegurar practicas
equitativas en el comercio de los alimentos” por tanto, reducir los efectos
adversos en la salud animal no forma parte de su competencia. Aunque se
reconoce la importancia del tema.

Category: TECHNICAL
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SPECIFIC COMMENTS

Section/paragraph

Member/Observer/ rationale

1. [4.] Este documento brinda orientacién adicienal para [sobre las medidas pertinentes a lo largo de
la cadena alimentaria para reducir al minimo la aparicién y la propagacion de la resistencia a los
antimicrobianos transmitida por los alimentos, entre otras, orientaciones sobre] el uso responsable y

prudente de Ios antlmlcroblanos en [Ia cadena allmentana]4es-arwnates—ppeduete¥e&deal+ment95—y

}993 Su Obje'[IVO[ en el marco del enfoque “Una Salud" ,] es reducir aI minimo Ios p05|bles efectos
adversos en la salud publica [y animal] del uso de agentes antimicrobianos en les-animales
productores-de-alimentos [la cadena alimentaria], en particular el desarrollo de resistencia de los
antimicrobianos. También es importante para asegurar el uso inocuo y efectivo de los
medicamentos-veterinaries [agentes] antimicrobianos enla-medicina-veterinaria conservando su
eficacia. Este documento define las respectivas responsabilidades de las autoridades y

los grupos [partes interesadas pertinentes] gue intervienen en la autorizacion,
produccién, control, distribucién y uso de los antimicrobianos a lo largo de la cadena
alimentaria, en concreto las autoridades de reglamentacion nacionales, la industria
farmacéutica veterinaria [los productores].

los-grupes{partes-trteresadaspertinentes}-gue
nterdenen-enla-autorizacion, produccion—controk-distribueidny-use-los veterinarios [y

profesmnales de sanldad veqetal] los antmmepebiane&dlstnbuldores [mlnonstas y mayonstas ]

[mineristasy-mayoristas; 1y [Ios] productores[ y Ios consumldores]deantmalesele—le&qee—se

Ecuador
Category: TECHNICAL

1. [4.] This document provides additional guidance fer [on relevant measures along the food chain to
minimize the development and spread of foodborne antimicrobial resistance, including guidance on]

the responS|bIe and prudent use of anti