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Executive Summary

The fourth virtual meeting of the ad hoc Group (The Group) on the Revamp of WOAH’s Register of Diagnostic Kits was
held on 12 June 2026. The objective of the meeting was to review progress on Task 1 (standardised validation summary
template) and Task 2 (certification mechanism and prioritisation of diseases), and to agree on next steps ahead of the in-
person meeting.

The Group reviewed the draft validation summary templates developed under Task 1 and agreed that the templates are
scientifically robust and aligned with WOAH standards, but requires further refinement to improve ease of use for
manufacturers. The Group agreed to: 1) collect written feedback from industry and regulatory members on benefits,
challenges and improvements; 2) conduct a pilot exercise with manufacturers applying the template to selected diagnostic
kits; Anna Greatrex and Tamara Grisard volunteered to coordinate the pilot exercise with manufacturers and 3) explore
options to simplify the format and improve usability.

Under Task 2, a list of potential criteria was presented: 1) diseases within a global eradication programmes, 2) diseases
with impact on trade, 3) disease with impact on productivity, 4) diseases with zoonotic relevance, and potentially 5) disease
for which there is a reference laboratory. The Group agreed that the criteria seemed appropriate but the disease list should
be further refined and streamlined, including consideration of a phased approach starting with a limited number of priority
diseases and expanding progressively. The group will send written comments to the task leader for consideration.

The Group also noted that the overall value of a WOAH certification system still remains an open question: ‘Which are the
diseases for which the world would benefit by having a diagnostic kit certified by WOAH?’ Further input from stakeholders,
particularly manufacturers and regulatory authorities, is essential.

The meeting concluded with key agreement to prepare for the presentation to the Biological Standards Commission (BSC)
in September 2026, and the in-person meeting in October 2026.
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1.  Opening of the Meeting

The meeting was opened by the Secretariat, who welcomed participants and thanked members for their contributions to
the ongoing work of The Group.

The Chair also welcomed participants and emphasised the importance of progressing Tasks 1 and 2.
2. Overview of Actions Since the Previous Meeting

The Secretariat provided an update on progress made since the previous meeting, noting continued collaboration with task
leads and members to advance the agreed work plan, including drafting and reviewing the validation template and
prioritisation criteria, and encouraged further feedback from The Group.

3. Update on Task 1: Standardised Validation Summary Template
3.1. Presentation of the Template

Axel Colling presented the draft validation summary template, developed in alignment with WOAH validation
standards for both terrestrial and aquatic manuals.

The templates:

e Builds on existing WOAH validation frameworks;
e Provides a structured format to summarise validation data;

e Supports transparent and standardised reporting for evaluation.

It was noted that the terrestrial template has been streamlined from previous versions, having been reduced to
approximately 8 pages through consolidation and the use of references. The template aligns closely with Chapter
1.1.6 of the Terrestrial Manual and has already been tested in evaluation contexts.

The aquatic template follows a similar structure, but further work is needed to ensure alignment with the Aquatic
Manual. In particular, the relevant chapter of the Aquatic Manual may require to be reviewed and updated to align
with the proposed template.

Both templates reflect long-established validation principles and provide a practical and standardised approach for
presenting validation data.

3.2. Discussion and Feedback

The Group welcomed the progress made on the validation summary templates and acknowledged their strong
alignment with WOAH validation standards and also agreed that the templates provide a clear, structured and
transparent approach for presenting validation data.

Feedback on the terrestrial template indicated that it is largely fit for purpose, with only minor editorial refinements
suggested. It was considered suitable for use in evaluation processes and consistent with the relevant provisions of
the Terrestrial Manual.

For both the terrestrial and aquatic templates, The Group identified several areas for improvement, particularly in
relation to usability for manufacturers. Key points raised included:

e The need to simplify the structure and format to improve ease of use;
e The need to improve functionality, including the use of dynamic and up-to-date references;
e |mproving clarity and guidance on how to complete the template;

e Providing clearer instructions on how to report missing or unavailable data.

Industry representatives emphasised that the template, while scientifically sound, remains complex and may require
substantial resources to complete. In particular, generating certain validation data (e.g. inter-laboratory reproducibility
studies) was noted to be resource-intensive.
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They stressed the importance of ensuring that the template is practical and aligned, as far as possible, with data
already generated for national regulatory approval processes.

A key point of discussion was the need to clearly articulate the value of the template for manufacturers. In particular,
The Group highlighted that uptake will depend on demonstrating clear benefits, such as facilitating regulatory review
or supporting market access.

Overall, The Group agreed that while the templates are scientifically robust and provide a strong basis for
standardisation, further refinement is needed to make them easier to use, clearer and more practical.

3.3. Key Discussion Points

The Group agreed that:

e The template must reflect WOAH standards and should not reduce validation requirements;
e Simplification should focus on ease of use and format, not scientific content;
e Missing data should be transparently reported, allowing regulators to assess compliance with standards;

e Feedback from regulators is important to ensure the template meets their needs.

The importance of involving both manufacturers and regulatory authorities in further development was strongly
emphasised and Anna Greatex suggested that feedback from industry obtained during the European Committee for
Standardizaton (CEN) discussions on the standardization of the control of in vitro diagnostic reagents should be taken
into account when further developing the validation template.

3.4. Agreed Next Steps for Task 1

The Group agreed to:

e Conduct a pilot exercise with manufacturers applying the template to selected diagnostic kits;
e Collect written feedback from industry and regulatory members on benefits, challenges and improvements;

e Explore options to simplify the format and improve usability.

Anna Greatrex and Tamara Grisard volunteered to coordinate the pilot exercise with manufacturers.
4. Update on Task 2: Certification Mechanism and Priority Diseases

4.1. Presentation of Proposed Disease List

Charles Bodjo presented a draft list of criteria to select priority diseases. This included:

e Diseases under global or regional strategy for control and eradication programmes (e.g. PPR, Rabies);
e Diseases with significant trade impact (e.g. FMD, HPAI, ASF, RVF, LSD);
e Diseases affecting productivity (e.g., Newcastle disease, Classical Swine Fever, CBPP, Bluetongue)

e Zoonotic diseases (e.g. anthrax, brucellosis, Crimean-Congo hemorrhagic fever).
Approximately 14 diseases were proposed as an initial draft list.
4.2. Discussions

The Group supported the overall approach and criteria, but identified several areas requiring further refinement. In
particular, it was proposed that the prioritisation be structured in a phased manner, beginning with a limited number
of high-priority diseases and expanding progressively based on the agreed criteria.

The Group also noted that:

e Prioritisation should focus on diseases where a WOAH certification system would add clear value;
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e Aquatic diseases should also be considered alongside terrestrial diseases;
e Grouping diseases (e.g. by species) could improve clarity and usability;
e The availability of WOAH Reference Laboratories could be considered as an additional criterion.

The Group further discussed the broader purpose and potential value of a WOAH certification system. Key
considerations included:

e |ts added value for manufacturers, regulators and end users;
e Whether certification would be recognised and used by national authorities;

e The importance of ensuring the system supports global needs while complementing national regulatory
frameworks.

The Group noted that the overall value of certification system remains an open question, and will require further input
from stakeholders, particularly manufacturers and regulatory authorities.

4.3. Agreed Next Steps for Task 2

The Group agreed to:

e Reuvisiting the question: ‘Which are the diseases for which the world would benefit by having a diagnostic kit
certified by WOAH?’. It can be ‘all’, or ‘none’, or ‘some’, and in the case of the latter, then

- Review and consolidate the selection criteria

- Refine and streamline the list of priority diseases, including consideration of a phased approach;
e Submit written comments and suggestions on the proposed criteria and disease list;
e Further assess the value and scope of a WOAH certification system;

e Contribute to ongoing reflections on priority diseases to support discussions at the in-person meeting.
5. Preparations of the In-person Meeting

The Secretariat confirmed that:

e The in-person meeting will take place at WOAH Headquarters in Paris (13-15 October 2026);

e Logistical arrangements, including meeting room and travel support, are being organised.

Members were encouraged to:

e  Provide inputs for the agenda;

e Advance work on Tasks 1 and 2 ahead of the in-person meeting.
6. Way Forward and Next Steps
6.1. Key Agreements

The Group agreed that:

e Apilot exercise will be conducted to test the validation template with manufacturers and regulators;
e Written feedback will be collected from industry and regulatory representatives;

e The validation template will be refined with a focus on ease of use and clarity;

e The list of priority diseases and selection criteria will be further reviewed and streamlined;

e The Group will prepare an update for the Biological Standards Commission in September 2026.
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6.2. Next Steps

The Secretariat will:

e Draft and circulate the meeting report;
e Coordinate feedback collection from members;
e Support organisation of the pilot exercise;

e Collaborate with the Chair and task leads to prepare for the September 2026 BSC update and develop the agenda
for the October in-person meeting.

The Group will:

e Provide written feedback on the validation template and its value;
e Contribute to the pilot exercise (manufacturers and regulators);
e Review and comment on the proposed disease list and criteria;

e Reflect on the overall value and scope of a potential WOAH certification system.
7. Closing of the Meeting
The Chair thanked participants for their active engagement and constructive contributions.

The meeting was closed with agreement to continue advancing the work through ongoing collaboration and preparation
for the in-person meeting in October 2026.

8.  Virtual meetings

The Group met via video conference on 12 June 2026. The agenda of the on-line meeting and the list of participants are
presented in Annex 1, and Annex 2 respectively.

...Annexes//
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Annex 1. Agenda

4th Meeting of the WOAH ad hoc Group on the Revamping of the Register of Diagnostic Kits

12 June 2026

1. Opening of the Meeting (5 min)
Welcome remarks by the Secretariat (SRDK)

2. Overview of Actions Since the Previous Meeting (5 min)
e Brief update on activities and follow-up actions since the last meeting

3. Update on Task 1 (40 min)

Presentation of the draft standardized validation summary template by Axel Colling
Discussion and feedback from members of the AHG

Discussion on usability of the template for manufacturers

Identification of areas requiring further refinement

Agreement on next steps and timeline towards finalisation

F N

. Update on Task 2 (25 min)

e Presentation of progress by Charles Bodjo
e Discussion and feedback from members of the AHG

5. Next Steps and Timeline (5 min)
e Summary of agreed actions

6. Preparations for the In-person Meeting in Paris (5 min)
e Objectives of the in-person meeting
e Key areas for further discussion

7. Closing (5 min)
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