Annex 17. Item 6.6. — Draft Chapter 6.2. ‘Responsible and prudent use of antimicrobial agents
in aquatic animals’

CHAPTER 6.2.
PRINCIPLES FOR-RESPONSIBLE AND PRUDENT USE OF
ANTIMICROBIAL AGENTS IN AQUATIC ANIMALS

Norway Category: General

Proposed amended text: not relevant

Rationale:

Norway supports the thorough revision of this Chapter.

This revised chapter significantly strengthens guidance on prudent and
responsible use of antimicrobial agents in aquatic animals, aligning the
content with current scientific knowledge and international best practices.

Importantly, it offers a clear and well-structured overview of the roles and

responsibilities of the various stakeholders.

Supporting evidence: not relevant

Article 6.2.1.

Purpose
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Article 6.2.2.4.

Objectives of responsible and prudent use

1. maintain the efficacy of antimicrobial agents both for veterinary and human medicine and to ensure
the rational use of antimicrobial agents in aquatic animals with the purpose of optimising both their
efficacy and safety;

2. comply with the ethical obligation and economic need to keep aquatic animals in good health;

3. prevent or reduce the transfer of both resistant microorganisms and resistance determinants within
aquatic animal populations and between animals, humans and the environment;

Report of the Meeting of the WOAH Aquatic Animal Health Standards Commission / February 2026 3


https://www.woah.org/en/what-we-do/standards/codes-and-manuals/

Article 6.2.4-6.

Responsibilities of Competent Authorities
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Article 6.2.5.7
Responsibilities of the veterinary pharmaceutical industry

The veterinary pharmaceutical industry has responsibilities for providing information requested by
Competent Authorities on the quality, efficacy and safety of antimicrobial agents. The responsibilities of
the veterinary pharmaceutical industry cover pre- and post-marketing phases, including manufacturing,
sale, importation, labelling, advertising and pharmacovigilance.

The veterinary pharmaceutical industry has the responsibility to provide the Competent Authority with
the information necessary to evaluate the amount of antimicrobial agents marketed. The—veterinary

Article 6.2.6.8.
Responsibilities of wholesale and retail distributors
Distributors should ensure that their activities are in compliance with the relevant legislation.
Distributors should ensure that information for the appropriate use and disposal of the antimicrobial

agent accompany all distributed products and should also be responsible for maintaining and disposing
of the product in accordance with the manufacturer recommendations.
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Article 6.2.£.9.

Responsibilities of veterinarians_and_or other authorised aquatic animal health professionals

Responsibilities of veterinarians or authorised aquatic animal health professionals include identifying,
preventing and treating aquatic animal diseases, as well as the promotion of sound animal husbandry
methods, hygiene procedures, vaccination and other alternative strategies to minimise the need for
antimicrobial use in aquatic animals.

The responsibilities of veterinarians and other aquatic animal health professionals are to gbtain a

detailed history and carry out a therough proper clinical assessment examination of the aquatic
animal(s), including as appropriate: clinical examination, post-mortem examination, bacteriology with

culture and sensitivity-antimicrobial susceptibility, and other laboratory tests to arrive at the most

definitive diagnosis possible before initiating a specific course of treatment with an antimicrobial agent.

Evaluation of environmental factors and husbandry at the production-site aquaculture establishment
(e.g. water quality) should be considered as potential primary factors leading to infection and should be

addressed prior to prescnblng a course of ant/mlcrob/al agent treatment. M;&w
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mwme vetermar/an or other aquat/c an/ma/ health

professional authorised to prescribe veterinary medicines should indicate precisely to the aquatic
animal producer the treatment regime, including the dose, the treatment intervals, the duration of the
treatment, the withdrawal period (if appropriate) and the amount of antimicrobial agents to be
delivered, depending on the dosage and the number of aquatic animals to be treated.

The use of antimicrobial—agents extra-labelt or off-label use of an antimicrobial agent may be
permitted in certain appropriate circumstances and should be for treatment and control of diseases,
in mm@gg%m W'th the M DaIJD-Dﬁl Ieglslatlon MQMM
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Article 6.2.8:11.
Responsibilities of aquatic animal producers

Aquatic animal producers should implement health programmes on their aquaculture establishments in

order to promote aquat/c anlmal health melf_are and food safety w

Aquatic animal producers should use antimicrobial agents only on the prescription or equivalent of a
veterinarian or other aquatic animal health professional authorised to prescribe veterinary medicines,
and follow directions on the dosage, method of application, and withdrawal period.

Aquatic animal producers should ensure that antimicrobial agents are properly stored, handled, and
disposed.

Aquatic animal producers should keep adequate records of antimicrobial agents used, bacteriological
and susceptibility tests, and make such records available to the veterinarian or ether authorised aquatic
animal health professional.

Aquatic animal producers should inform the veterinarian or other aquatic animal health professional of
recurrent disease problems and lack of efficacy of antimicrobial agent treatment regimes.
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Atticle 6.2.9.13.

Training of users of antimicrobial agents

Article 6.2.40.14.

Knowledge gaps and Rresearch

Report of the Meeting of the WOAH Aquatic Animal Health Standards Commission / February 2026 16



Report of the Meeting of the WOAH Aquatic Animal Health Standards Commission / February 2026 17



