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1. Introduction

During its February 2025 meeting, the Aquatic Animals Commission, considered a gap analysis of the points that
required review in Section 6. ‘Antimicrobial Use in Aquatic Animals’, with a focus on Chapter 6.2. ‘Principles of
responsible and prudent use of antimicrobial agents in aquatic animals’ that had been prepared by the Secretariat
in collaboration with the WOAH Collaborating Centre for Antimicrobial Stewardship on Aquaculture (CASA). The
Commission agreed to start work to the review Chapter 6.2. and requested that an ad hoc Group be convened to
undertake this work.

An ad hoc Group (hereafter ‘the Group’) was therefore convened by WOAH Deputy Director General — Standards
Setting and Implementation, to revise Chapter 6.2 ‘Principles of Responsible and Prudent Use of Antimicrobial
Agents in Aquatic Animals’ of the Aquatic Animal Health Code (hereafter the ‘Aquatic Code’).

The following sections of this report describes proposed changes to Chapter 6.2., and the rationale for these
changes.

2. Review of the Chapter 6.2 Principles of Responsible and Prudent Use of Antimicrobial Agents
in Aquatic Animals

Title of Chapter 6.2

The term ‘Principles for' were deleted from the Chapter title since it now offers more detailed guidance than
the original version.

Article 6.2.1. Purpose

In Chapter 6.10 of the Terrestrial Code, Article 6.10.1 covers both ‘purpose’ and ‘scope’. For the Aquatic Code,
the Group followed the recommendation of CASA to have two separate Articles: 6.2.1. ‘Purpose’, and a new
6.2.2. ‘Scope’.

The first paragraph has been restructured with the intention of covering aquatic animals raised for other
purposes than human food production (notably ornamental aquatic animals, but also for wild populations’
preservation, among others), to include the environment, and be explicit regarding the One Health approach
that should be taken by all stakeholders.

Article 6.2.2. Scope

Following Chapter 6.10 of the Terrestrial Code, this new Article was included to indicate to whom the Chapter
6.2 is addressed, replacing the previous ‘6.2.2, Objectives of ...". This Article now comprises aquatic animal
feed manufacturers among the stakeholders since in aquaculture antimicrobial agents are given mostly
through feed. As in Article 6.2.1, aquatic animal producers, owners and keepers are included to cover those
stakeholders involved in activities not only oriented to the human food production but other aquaculture
purposes.

Article 6.2.3. Introduction

The definition of pharmacovigilance previously contained in this Article was deleted from the Chapter and
recommended to be included as a new term in the glossary. Instead, and in accordance with the format of the
Aquatic Code, an introductory Chapter containing three paragraphs was added, the text of which is aligned
with parts of Article 6.10.1 of the Terrestrial Code. In these paragraphs the linkage of responsible and prudent
use with good veterinary practices is indicated. In addition, the significance of good husbandry practices for
aquatic animals, in which minimising stress is a key factor, the importance of biosecurity measures (with a
cross reference to chapter 4.1), and the required coordination and communication among stakeholders are
underscored.

Article 6.2.4. General Principles
The objectives of Chapter 6.2, previously considered within Article 6.2.2, were included in this new Article. In

this Article, good husbandry practices, biosecurity plans, early disease detection and alternatives to the use
of antimicrobials are underscored. Elements of Article 6.10.2 of the Terrestrial Code are included.
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Article 6.2.5. Responsibilities of Competent Authorities

Each relevant responsibility of the Competent Authorities has been enumerated within Article 6.2.5., as in the
equivalent article in the Terrestrial Code (Article 6.10.3).

The design and implementation of the National Action Plan on Antimicrobial Resistance have been added as
a new responsibility of the Competent Authorities under point 1 ‘National Action Plan on Antimicrobial
Resistance’, as recommended in the Global Action Plan on Antimicrobial Resistance'. The cooperation
between authorities representing human and animal health, plant health, and the environment is highlighted
through the adoption of a One Health approach to promote responsible and prudent use of antimicrobial
agents.

The first two paragraphs of former Article 6.2.4. have been incorporated into point 2 ‘Regulatory approval’. To
be clearer on what guidelines are needed for regulatory approval, the word ‘applications’ at the end of the
second paragraph is now earlier in the sentence to say, ‘the application for regulatory approval’. The need to
determine the potential of an antimicrobial agent to select for antimicrobial resistance before granting
regulatory approvals has also been stated as, ‘Other studies may be requested in support of the assessment
of the potential of antimicrobial agents to select for resistance’. The usefulness of specific data from target
aquatic animal species is added to the text as, ‘The applicant for regulatory approval should, where possible,
supply data derived in target aquatic animal species under the intended conditions of use’. A cross reference
to Chapter 6.10. of the Terrestrial Code has been added at the end of the paragraph referred to evaluation of
the antimicrobial agents. Given that aquaculture is not exempt of the circulation of sub-standard and falsified
veterinary products, a paragraph requesting the Competent Authorities to implement regulatory measures has
been added at the end of point 2.

To guarantee the safety of an antimicrobial agent for an aquatic animal and the consumer, a section on
acceptable daily intake, maximum residue limit and withdrawal period has been included as a responsibility of
Competent Authorities, as point 3 ‘Establishment of acceptable daily intake (ADI), maximum residue limit
(MRL) and withdrawal periods in aquatic animals and aquatic animal products for human consumption’.

To assure a proper distribution and administration of antimicrobial agents, a respective section has been
added as a responsibility of Competent Authorities, as point 4 ‘Distribution and administration of antimicrobial
agents.’ This point requests to ensure acquisition of antimicrobial agents from authorised distribution systems,
prevention of sub-standard and falsified products, and administration of antimicrobial agents under the
supervision or by direction of a veterinarian or authorised aquatic animal health professional (AAHP) in items
‘4a’ to ‘4d’. This section also adds a paragraph requesting involvement of the Competent Authorities to ensure
the availability of antimicrobial agents. The term ‘other’ has been replaced by ‘authorised’ to ensure the AHHP
are approved by the Competent Authorities providing they have been trained on relevant aspects of
antimicrobial use in aquatic animals. This change was applied accordingly across the Chapter. The wording
for the recommendations regarding unused or expired antimicrobials was harmonised to ‘disposal’ across the
Chapter.

Since antimicrobial use is an important driver of antimicrobial resistance, a paragraph requesting the
Competent Authority to collate data on antimicrobial use for understanding trends on antimicrobial resistance
has been included in point 5 ‘Surveillance and monitoring of antimicrobial use’. This point also support
antimicrobial use data collection for the WOAH'’s global database (ANIMUSE)?.

Point 6, ‘Establishing clinical breakpoints’ has also been added for the Competent Authorities to encourage
the development of clinical breakpoints of bacteria-antimicrobial-animal species. The Group is aware of the
limitations that might be faced by Members in the absence of a Chapter on antimicrobial susceptibility testing
in the Aquatic Manual.

The role of Competent Authorities on promoting training for all stakeholders on the use of antimicrobial agents
has been added as point 7 ‘Training’.

1 Global action plan on antimicrobial resistance
2 WOAH Animal Antimicrobial Use Global Database (ANIMUSE)
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Article 6.2.6. Responsibilities of the veterinary pharmaceutical industry

Two new paragraphs have been added at the end of this Article. The first paragraph was added to engage the
pharmaceutical industry to implement a pharmacovigilance programme and, on request, to collect and report
surveillance on specific bacterial susceptibility data that allows to establish clinical breakpoints. The second
paragraph underscores the commitment that the pharmaceutical industry should have to adequately advertise
antimicrobial agents following the approval provisions and avoiding direct advertising to the end users,
including owners and keepers, similarly to Chapter 6.10 of the Terrestrial Code.

Acknowledging that the predominant readers of the Aquatic Code are aquatic animal producers and health
professionals, this Article is less detailed in enumerating the responsibilities of the veterinary pharmaceutical
industry than the corresponding Article in Chapter 6.10. of the Terrestrial Code, though all relevant points are
mentioned.

Article 6.2.7. Responsibilities of wholesalers and retail distributors

A third paragraph has been added to this Article, compared to Article 6.2.6. of the current Chapter, to give a
detailed description of the sales data that should be kept by wholesalers and retailers. When referring to
prescriptions (item ‘h’) the word ‘equivalent’ has been added to include the “antimicrobial use guidance” given
by governmental health fisheries centres in countries like Japan (instead of veterinary prescriptions).

Article 6.2.8. Responsibilities of veterinarians and authorised aquatic animal health professionals

As previously in this Chapter and as explained earlier in this document, the word ‘other’ before AAHP has
been replaced by ‘authorised’ in the Article name.

The presentation of this Article and much of the wording has been aligned with the equivalent Chapter in the
Terrestrial Code (Chapter 6.10.6.), and the Article dedicated to the responsibilities of the Competent
Authorities (Article 6.2.5.).

An initial paragraph on the role of the veterinarians or authorised AAHP to promote aquatic animal health and
welfare through antimicrobial stewardship, prevention and proper diagnosis, as well as good husbandry, and
vaccination strategies have been included.

A small paragraph has been added for the veterinarians and authorised AAHP to consider alternatives to
antimicrobials before prescribing antimicrobial agents, to emphasise using non-antimicrobial options during
their decision-making process when selecting animal therapy whenever possible.

The responsibilities of veterinarians and authorised AAHP have been described with more detail enumerating
each relevant situation within Article 6.2.8.

The text of a previous paragraph on the responsibility to carry a clinical assessment has been incorporated in
point 1 ‘Pre-requisites for using antimicrobial agents’. In the former paragraph ‘...to obtain a detail history...’
has been added to highlight the importance on having records for a proper health assessment. At the end of
the paragraph, a list (‘1a’ to “1€’) of the steps to be followed when an infectious disease is confirmed has been
added to the statement on the importance of promptness when therapy is deemed necessary, that was already
in the text and now is listed as ‘1b’. The steps also include considering the WOAH List of Antimicrobial Agents
of Veterinary Importance® (‘1d’).

Point 2 ‘Choosing antimicrobial agents’ lists the criteria (‘2a’ to ‘2f') that veterinarians or authorised AAHP
should be aware of to inform their selection of antimicrobial therapy. These criteria should rely on the clinical
experience of the veterinarian or authorised AAHP, diagnostic laboratory information, pharmacodynamics and
pharmacokinetics, and epidemiological history. A last paragraph was added prompting for investigation in case
a first-line treatment fails or there is recurrence of the disease.

Point 3 ‘Appropriate veterinary medical use of the selected product containing antimicrobial agents’ covers the
conditions when using antimicrobial agents in four paragraphs. These conditions include the need to indicate
the dosage regimen and, when applicable, the withdrawal period (for aquatic animals destined for human

3 List of Antimicrobial Agents of Veterinary Importance - WOAH - World Organisation for Animal Health
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consumption). Since in aquaculture treating animal populations is the main modality, the total amount of
veterinary medicinal products containing antimicrobial, which is based on the dosage, treatment duration and
animal numbers, need to be clearly provided to the aquatic animal producer. It is also stated that, when
registered products are not available, extra-label or off-label use of antimicrobial agents should follow the
national legislation.

Point 4 ‘Recording of data’ has been dedicated to keep information of data related to the use of antimicrobial
agents. The contents of these records have been listed (‘4a’ to ‘4k’). It is highlighted that records should be
shared with the aquatic animal producers, and highlight the importance of investigation when adverse
reactions or lack of efficiency of the antimicrobial agent occurs. The term ‘efficiency’ is preferred to ‘efficacy’,
used formerly, as it indicates the performance of the antimicrobial agent under field conditions.

In point 5 ‘Labelling’ a requirement that all veterinary medicinal products containing antimicrobial agents
supplied by a veterinarian or authorised AAHP should be labelled.

Article 6.2.9. Responsibilities of animal feed manufacturers

Given that in aquaculture most of the antimicrobial agents are administered as medicated feed, this new Article
was added, covering 6 points (‘1’ to ‘6’), similarly to the equivalent Chapter in the Terrestrial Code (Chapter
6.10.7). These points assure that (‘1’) the medicated feed be prescribed by a veterinarian or authorised AAHP,
(‘2’) medicated feed be manufactured in accordance to the national legislation, (‘3’) respective records be kept
for a suitable period of time (specific time periods may be defined by the Competent Authority and/or national
legislation), (‘4’) approved sources of antimicrobial agents are used, (‘5’) appropriate labelling and product
identification exists, (‘6’) there is no contamination of non-medicated feed.

Article 6.2.10. Responsibilities of aquatic animal producers

In the first paragraph, the term ‘welfare’ and the phrase ‘...as well as environmental sustainability...” have
been added to the ensure that these aspects are also objectives of the health programmes. A second
paragraph has been added to underscore the responsibility of the aquatic animal producers on health and
welfare programmes, and that these programmes should consider good husbandry practices and biosecurity
plans. A cross reference to the Chapter on biosecurity on the Aquatic Code has been included (Chapter 4.1).

Article 6.2.11. Responsibilities of owners and keepers of aquatic animals for purposes other than
human consumption

This new Chapter was created to acknowledge the relevance of the industry of ornamental aquatic animals
and the potential use of antimicrobial agents by their owners and keepers, mirroring the extension of Chapter
6.10 of the Terrestrial Code to companion animals. Ideally these stakeholders should implement aquatic
animal health and welfare plans with the advice of a veterinarian or AAHP.

Article 6.2.12. Training of users of antimicrobial agents
This Article has been expanded to include seven items (‘a’ to ‘g’) to cover in training programmes subjects
such as the selection for antimicrobial resistance and the importance for public health and the

recommendations in the WOAH List of Antimicrobial Agents of Veterinary Importance. While the format differs
from that of Chapter 6.10., the requirements are aligned.

Article 6.2.12. Knowledge gap and research

This Article has been changed to also cover knowledge gaps, to mention disease diagnostics and to refer to
public-private partnerships.

3. Next steps

The Secretariat informed the Group that its report and the revised draft Chapter 6.2. will be submitted to the Aquatic
Commission for consideration during the September 2025 meeting.
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4. Virtual meetings

The Group met via video conference twice on 07 July and 04 August 2025. The agendas of both on-line meetings,
the list of participants, and the Terms of Reference are presented in Annex 1, Annex 2, and Annex 3, respectively.

5. Other business

No other new issues were proposed for discussion.

...[Annexes
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Annex 1. Provisional agenda

15T MEETING OF THE WOAH AD HOC GROUP ON THE REVISION OF CHAPTER 6.2 OF THE AQUATIC
ANIMAL HEALTH CODE

07 July 2025

Opening
Short self-introduction by participants

Adoption of agenda and appointment of chair

PO Dd =

Overview of Terms of Reference — deliverables

5. Gap analysis of Section 6 and Chapter 6.2
- Gap analysis of Section 6 (Aquatic Code)
- Comparative mapping between Chapter 6.2 (Aquatic Code) and updated Chapter 6.10 (Terrestrial
Code)
- Proposed modifications for Chapter 6.2

Date of next meeting

Any other business

2ND MEETING OF THE WOAH AD HOC GROUP ON THE REVISION OF CHAPTER 6.2 OF THE AQUATIC
ANIMAL HEALTH CODE

04 August 2025

1. Opening

2. Adoption of agenda

3. Continuation of the revision of CC CASA’s proposed modification of Chapter 6.2 (Aquatic Code)
4. Date of next meeting

5. Any other business
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Annex 2. List of participants

MEETINGS OF THE WOAH AD HOC GROUP ON THE REVISION OF CHAPTER 6.2. ‘PRINCIPLES FOR
RESPONSIBLE AND PRUDENT USE OF ANTIMICROBIAL AGENTS IN AQUATIC ANIMALS’

MEMBERS OF THE AD HOC GROUP

Virtual, June - August 2025

Ms Barbara Freischem (Chair)

Veterinary Medicine Division, European

Medicine Agency
THE NETHERLANDS

Dr Iddya Karunasagar
Nitte University
INDIA

WOAH HEADQUARTERS

Dr Alicia Gallardo Lagno
Laboratory of Veterinary
Pharmacology and Laboratory of
Food Safety and Center for
Research and Innovation in
Aquaculture

CHILE

Dr Manabu Furushita
National Fisheries University
JAPAN

Dr Nelly Isyagi

InterAfrican Bureau for Animal
Diseases (AU-IBAR)
UGANDA

Dr Refaat EI-Gamal
Central Laboratory for
Aquaculture Research
EGYPT

Dr Javier Yugueros-Marcos
Head of Department
Antimicrobial Resistance and
Veterinary Products Department

Dr Dante Mateo Carranza
Scientific Coordinator
Antimicrobial Resistance and
Veterinary Products Department
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Annex 3. WOAH ad hoc Group on the revision of Section 6 ‘Antimicrobial Use in Aquatic Animals’ of the
Aquatic Animal Health Code — Terms of Reference

April 2025

Purpose

The ad hoc group will be responsible for the revision of Section 6. ‘Antimicrobial use in aquatic animals’ of the
Aquatic Code. The ad hoc group will take into consideration current approaches on antimicrobial stewardship to
address antimicrobial resistance (AMR) such as the One Health approach, emphasizing the responsibility of the
national authorities accordingly, as well as extending the remit of the section to aquatic animals that are not for
human consumption.

Background

Currently regarded as a silent pandemic, AMR is one of the greatest global health challenges. According to the
EcoAMR study, co-published by WOAH and the World Bank, between 2025-2050 it is forecasted 38.5 million
human deaths associated with bacterial AMR. By 2050 production losses in the livestock sector could reach the
equivalent to the consumption needs of more than two billion people annually. It is therefore one of the priority areas
of cooperation of the Quadripartite organisations (Food and Agriculture Organization of the United Nations, United
Nations Environment Programme, World Health Organization, World Organisation for Animal Health). In the last
years, newer approaches (notably the One Health approach) have been considered to address AMR in different
fields, including the veterinary field. These approaches have been adopted in global guiding documents like the
latest version of the Codex Alimentarius Code of Practice (2021), and the Global Action Plan on AMR (2015). They
have also been incorporated in the updated WOAH’s Strategy on Antimicrobial Resistance and the Prudent Use of
Antimicrobials. Taking this into consideration, the Working Group on Antimicrobial Resistance (AMRWG) and the
Code Commission agreed to start a process of updating Chapter 6.10 ‘Responsible and prudent use of antimicrobial
agents in veterinary medicine’ of the Terrestrial Animal Health Code.

Following the revision of Chapter 6.10 of the Terrestrial Animal Health Code, adopted at the 915t General Session,
the AMRWG has also recommended the revision of relevant standards of the Aquatic Animal Health Code. The
Aquatic Animal Health Standard Commission (AAHSC) agreed to start the update of Section 6 starting with Chapter
6.2 “Principles for responsible and prudent use of antimicrobial agents in aquatic animals” (first adopted in 2011),
with the creation of an ad hoc group to update the Chapters

Objectives

The ad hoc group will be responsible for the revision of the five Chapters of Section 6 “Antimicrobial Use in Animals”
- Chapter 6.1. Introduction to the recommendations for controlling antimicrobial resistance;

- Chapter 6.2. Principles for responsible and prudent use of antimicrobial agents in aquatic animals;

- Chapter 6.3. Monitoring of the quantities and usage patterns of antimicrobial agents used in aquatic animals;

- Chapter 6.4. Development and harmonisation of national antimicrobial resistance surveillance and monitoring
programmes for aquatic animals;

- Chapter 6.5. Risk analysis for antimicrobial resistance arising from the use of antimicrobial agents in aquatic
animals.

The first Chapter to be addressed will be Chapter 6.2., based on the mapping exercise and gap analysis conducted
by WOAH’s Antimicrobial Resistance and Veterinary Products Department (AMR&VPD) and the Collaborating
Centre for Antimicrobial Stewardship for Aquaculture (CASA). This analysis, based in the newer approaches to
address AMR, observed that current advancements in antimicrobial stewardship to address AMR should be
included in the update.
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Membership

The ad hoc group will ensure a fair representation of all our regions and the diversity of practices. It will be composed
of a core group (3-4 members) and additional experts (1-2 members) that would change according to the subject
involved in each revised Chapter. The core group would be composed of one member from the AMRWG, potentially
one member from AAHSC, and one or two experts recruited from the WOAH Collaborating Centres, or other
stakeholders of the large WOAH network. The additional experts would be recruited through the large WOAH
network of experts. The ad hoc group shall be internationally recognized experts on aquatic animal health with
demonstrated expertise on antimicrobial use (AMU) and/or AMR on aquatic animals with relevant experience on
AMU monitoring programs (for Chapter 6.1, 6.2, 6.3), AMR surveillance (for Chapter 6.4), or risk analysis
development (for Chapter 6.5).

Prerequisites:

e Sign the WOAH Undertaking on Confidentiality of Information;

e Complete the Declaration of Interest Form;

e Agree on the appointment of the chair and rapporteur of the meetings;

e Understand that the work will be conducted during meetings (in Paris, at WOAH headquarters) and in between
meetings until the revised Chapter is finalised and endorsed by the WGAMR and the AAHSC.

Actions

With support from the AMR&VPD Secretariat, the ad hoc group will be responsible for:

e Assessing the mapping exercise conducted by the AMR&VPD and the WOAH Collaborating Centre CASA (in
particular for Chapter 6.2) to ascertain if any other additional points should be considered in the update;

e Developing and implementing a revision plan with timescales for provision of regular updates and drafted
Chapters to the AAHSC and AMRWG, based on the mapping exercise findings;

¢ Request WOAH Members’ feedback and refine Chapters accordingly;

e Preparing a resolution for the proposal of the adoption of the revised Chapters by WOAH Members during the
General Session.

Mode of Operation

1. The ad hoc group will meet three times per year in average. These are 1-2 days (full day) meetings depending
on the frequency of the meetings and the agenda.

2. Email exchanges are expected to occur in regular basis between meetings to complement the discussions and
information exchange.

3. The ad hoc group will provide a written report of its meetings to the Head of the AMR&VPD, and regular progress
updates to the AAHSC and the AMRWG, in their biannual meetings (AAHSC: February and September;
AMRWG: March-April and September-October), via the Secretariat.

4. The operating language of the AHG will be English.

5. The ad hoc group will consider the AAHSC, AMRWG, and WOAH Members’ feedback in further revision stages
of all Chapters.

6. The Secretariat will prepare a resolution for the proposal of the adoption of the revised Chapters by WOAH
Members during the General Session.

Deliverables
The ad hoc group will be responsible for preparing the following deliverables with support from the Secretariat:

e The revised draft of each Chapter with track changes as per guidance from Secretariat, where new text in the
Chapter is to be double-underlined; text proposed to be removed, is to be crossed over. After each cycle of
revision, any proposed new edits will be highlighted in yellow to differentiate from previous proposed edits
already assessed by AAHSC/WOAH Members. The first draft will be prepared based on the mapping exercise
(in particular for Chapter 6.2) and subsequent versions will be informed by AMRWG, AAHSC and WOAH
Members.
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A rationale report explaining the changes proposed by the ad hoc group for transparency and information of
AAHSC and/or WOAH Members. This will be required for all the changes made and should be conducted by
Article and should identify sections and paragraphs and lines where changes were implemented and reasons
why, supported by existing guidance where relevant.

Timelines

Provisional timelines for Chapter 6.2:

April 2025 — submission of ToRs by Secretariat for consideration of the AAHSC.
April 2025 — adoption of ToRs by Director General

May 2025 — recruitment and selection of members of ad hoc group; WOAH Members are informed of the
creation of ad hoc group by AAHSC during General Session

June 2025 — 1st virtual ad hoc group meeting

August 2025 — 2nd virtual ad hoc group meeting

September 2025 — drafted Chapter 6.2 submitted to AAHSC if relevant and/or if input needed
September - October 2025 — AMRWG updated on drafted Chapter 6.2 if relevant and/or if input needed
November 2025 — draft sent for comments to WOAH Members

January 2026 — 3 in-person ad hoc group to address WOAH Members’ comments

February 2026 — revised draft submitted to AAHSC

May 2026 — Drafted Chapter 6.2 send to General Assembly for adoption or send draft to WOAH Members for a
second round.

Other Chapters from Section 6 will follow a similar process, according to the provisional timelines indicated below:

Provisional timelines for other section 6 chapters

Chapter Revision Starts Submission for Adoption
6.4 — AMR Surveillance February 2026 May 2028
6.3 — Monitoring antimicrobial use February 2027 May 2029
6.5 — Risk analysis February 2028 May 2030
6.1 — Introduction February 2029 May 2030
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