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The New Animal Health Law

Regulation (EU) 2016/429 was adopted 
by the European parliament and the 
Council 31 March 2016.

The Regulation enters into force 1 April 
2021.

Which impact will this have on the 
future aquatic animal health legislation?



Introduction

– The approach

– What's new?

– Supplementary rules

– Status today

– Further process and time frame



The approach

• Regulation instead of directive
• Keep principles of Directive 2006/88/EC
• Align to the Lisbon Treaty
• Harmonise with terrestrial animals where appropriate
• Simplify and clarify where appropriate

• fewer definitions
• simplified rules – details in delegated/implementing acts
• added flexibility (in particular as regards movements and disease 

control) 
• Reduce administrative burden (registration, approval)



Some new elements
– General responsibility for animal health

• Operators
• Veterinarians/aquatic animal health professionals
• Mandatory health visits

– Enhanced tools for controlling diseases in wild aquatic animals
• Transport requirements
• Record keeping
• Movement requirements including health certification and 

self-declaration
Disease listing and categorisation
• New criteria for the listing of diseases
• Five categories of diseases (a, b, c, d and e)



Listing of diseases

Category a): Diseases not normally occurring in the Union 

Category b):  Diseases which must be controlled in al MS

Category c): Diseases subject to voluntary control in the MS

Category d):  Diseases for which movement restriction 
measures may apply.

Category e):  Diseases which shall be subject to surveillance



Animal Health Law  - Status

• Adoption by EP and Council: 9 March 2016

• Publication – entering into force: 31 March 2016

• Transposition period: 5 years
• Supplementary rules to be drafted and adopted: 36 months

• Delegated acts 
• Implementing acts

• Member States preparing period: 24 Months

• AHL will apply from : 1 April 2021



Important questions for the DA/IA process

• Structure of the DA and IA

• Priority of the optional acts

• What are the weaknesses of the current legislation – issues for 
improvement?

• Where are the "loop-wholes" to be filled?

• What is the best way to run the drafting and adoption process?



Most probable outcome – Delegated acts

• One Delegated act for the listing of diseases (both aquatic and terrestrial 
diseases)

• One delegated act for diagnostic methods (both aquatic and terrestrial 
diseases)

• One delegated act for all other issued – aquatic animals:
– Requirements for registration and approval
– Requirements for disease notification and control
– Requirements for eradication programmes and disease free status
– Requirements for intra Union movements incl. health certification
– Requirements for entry into the Union of aquatic animals



Most probable outcome – implementing acts
• One implementing act for surveillance, eradication and disease 

control
– Detailed requirements for surveillance- and eradication programmes and 

applications for disease free status
– Practical implementation of contingency plans

• One implementing act for Intra Union movement and entry 
– Derogations from obligations to approve or register establishments
– Animal health certificates – models
– List of third countries

• One implementing act for approval of national measures
– List of diseases subject to national measures
– Approval of eradication programmes and disease free areas



Important questions to be discussed in the drafting process

 The listing and categorisation of diseases

 Requirements for information to be kept in the register for aquaculture 
establishments

 Derogations from the requirements for movement of live aquatic animals

 Requirements for risk based surveillance and animal health visits

 Requirements for health certification

 Requirements for surveillance for the purpose of obtaining disease free 
status



Structure and time frame for the ongoing process

•Planning
•Preparing 
surveys

Internal 
preparation

•Technical WG
•Drafting text
•Ad hoc 
meetings

Drafting

• Intra 
Sante/CIS

•Stakeholders
•Member 
States

Official 
consultation

Feb 16 - June 16               July 16   - Oct 17           Oct 17  - July 18 



Structure and time frame

• Approval by the 
Council

• Approval by EP
• Adoption by the 

Commission

Adoption 
Delegated 

acts

• Committee 
vote

• Adoption by 
the 
Commission

Adoption 
Implementing 

acts

April – October 2018 July  2018 - April 2019



Listing of fish diseases in EU 
legislation

7 February - 2017



Assessment of the listing of all existing listed
diseases + candidate diseases

• In order to provide the necessary background for evaluation of 
diseases the EURL Fish was asked to provide updated 
information based on scientific studies.



New AHL: From 2 to 5 categories of listing

• Category a): Diseases not normally 
occurring in the Union 

• Category b): Diseases which must be 
controlled in al MS

• Category c): Diseases subject to voluntary 
control in the MS

• Category d): Diseases for which movement 
restriction measures may apply.

• Category e): Diseases which shall be 
subject to surveillance

Exotic diseases
Non-exotic diseases



Assessment of VHS and IHN



Assessment of ISA, EHN, SAV, VNN, KHV 
• In the pipeline
• EFSA will be approached with regard to KHV



Current discussions
• Listing/ de-listing of KHV disease?
• Strain differentiation of VHS- delisting marine VHSV 

genotypes?
• ISAV HPRΔ >< HPR0- delisted in EU not in OIE
• SVC
• VNN



Players
• EURL 
• NRL and You!!
• EFSA
• EU Commission

• But very important: the farmer organizations where FEAP 
plays the most important role



In conclusion:
– New AHL will apply from 2021

– Maintains the principles from Directive 2006/88/EC

– Regulation directly binding for operators and MS

– More tools will be available for the purpose of introducing 
prevention and control measures

– 3 years period for the adoption of supplementary rules 
(Delegated and Implementing acts)

– Involvement from MS in this process will be very important!



Listing of susceptible species – report 
from an OIE working group

7 February - 2017



The OIE have established a working group
• An ad hoc Group on susceptibility of fish species to 

infection with OIE listed diseases will undertake 
assessments for the 10 OIE listed fish diseases.

• Develop a list of susceptible species for inclusion in the 
fish disease-specific chapters in the Aquatic Code.

• Develop a list of species with incomplete evidence for 
susceptibility for inclusion in Aquatic Manual

Members: Mark.Crane- Australa; Kei Yuasa Japan; 
Lori.L.Gustafson US; Sofie st Hilaire - Canada; Niels Jørgen 
Olesen Denmark



Background

• A new Chapter 1.5. ‘Criteria for listing species as susceptible to 
infection with a specific pathogen’ was introduced into the 2014 
edition of the Aquatic Code.

• The purpose of this chapter is to provide criteria for determining 
which host species are listed as susceptible of each disease specific 
chapter in the Aquatic Code. 

• The criteria are to be applied progressively to each disease specific 
chapter in the Aquatic Code.



Chapter 1.5.
Criteria for listing species as susceptible to 
infection with a specific pathogen

• The purpose to provide criteria for determining which 
species are listed as susceptible of each disease-specific 
chapter in the Aquatic Code.

• Scope 
• Susceptibility may include clinical or non-clinical infection

but does not include species that may carry the 
pathogenic agent without replication.

• The decision to list a species as susceptible should be 
based on a finding that the evidence is definite. 
However, possible susceptibility of a species is also 
important information and this should also be included in 
«Susceptible host species» of the relevant disease-
specific chapter of the Aquatic Manual.

•

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_maladie
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_code_aquatique
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_maladie
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_manuel_aquatique


A 3-stage approach

1. criteria to determine whether the route of transmission is 
consistent with natural pathways for the infection

2. criteria to determine whether the pathogenic agent has 
been adequately identified 

3. criteria to determine whether the evidence indicates that 
presence of the pathogenic agent constitutes an 
infection.

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection


Stage 1: criteria to determine whether the 
route of transmission is consistent with 
natural pathways for the infection
• The evidence should be classified as transmission 

through:
1. natural occurrence; includes situations where infection

has occurred without experimental intervention e.g. 
infection in wild or farmed populations; or

2. non-invasive experimental procedures; includes 
cohabitation with infected hosts, infection by immersion 
or ingestion; or

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection


Stage 2: criteria to determine whether the 
pathogenic agent has been adequately 
identified 
• The pathogenic agent should be identified and confirmed 

in accordance with the methods described in the Aquatic 
Manual, or other methods that have been demonstrated 
to be equivalent.

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_manuel_aquatique


Stage 3: criteria to determine whether the 
evidence indicates that presence of the 
pathogenic agent constitutes an infection 
• the pathogenic agent is multiplying in the host, or 

developing stages of the pathogenic agent are present in 
or on the host;

• viable pathogenic agent is isolated from the proposed 
susceptible species, or infectivity is demonstrated by 
way of transmission to naive individuals; 

• clinical or pathological changes are associated with 
the infection; 

• the specific location of the pathogen corresponds with 
the expected target tissues.

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_espece_sensible
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection


Outcomes of the assessment 
The decision to list a species as susceptible: 
 Transmission has been obtained naturally or by 

experimental procedures that mimic natural pathways for 
the infection

AND
 the identity of the pathogenic agent has been confirmed
AND
 there is evidence of infection with the pathogenic agent in 

the suspect host species.

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_infection
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_agent_pathogene


Species for which there is incomplete 
evidence for susceptibility
• The decision to list a species as should be based on a 

finding that the evidence is definite.
• However, where there is insufficient evidence to 

demonstrate susceptibility through the approach 
information will be included in the relevant disease-
specific chapter in the Aquatic Manual.

• If there is insufficient evidence to demonstrate 
susceptibility of a species, the Competent Authority
should assess the risk of spread of the pathogen under 
consideration prior to the implementation of import health 
measures.

http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_maladie
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_manuel_aquatique
http://www.oie.int/index.php?id=171&L=0&htmfile=glossaire.htm#terme_autorite_competente


The OIE listed fish diseases
• EHN
• EU’s
• G.sal
• ISA 
• SAV
• IHN
• KHV
• RSBIV
• SVC
• VHS



For each disease list with fish species 
assessed for susceptibility created giving
them status as 1 (Code) 2 (Manual) 3 Not 
aplicable (Neither Code nor Manual)



In conclusion:
– Susceptible species for all 10 OIE listed diseases determined 

February 2018
– Comments from OIE Member States 2018
– Revised list in the Aquatic Code on susceptible species for the 

respective diseases.
– List of species with insufficient data to finally determine 

susceptibility.



Thank you for your attention
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