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"Animal Health Law"
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Regulation (EU) 2016/429 on transmissible animal diseases
"Animal Health Law"

huge number of legal acts are streamlined into a single l[aw
key priorities: preventing and eradicating disease

respor;sibilities are clarified for farmers, vets and others dealing with
animals

use of new technologies for animal health activities - surveillance of
pathogens, electronic identification and registration of animals

early detection & control of animal diseases, including emerging diseases

e flexibility to adjust rules to local circumstances, and to emerging issues

such as climate and social change

sets out a legal basis for monitoring animal pathogens resistant to
antimicrobial agents supplementing existing/other rules

g RYBACTWO —JMGMYZS (T Unia Europejska [JIREEH
M | M O R 7 E Minist Gospodarki Morskiej Europejski Fundusz a' :

nisterstwo Gosy
i Zeglugi Srédladowej Morski i Rybacki




From Council Directive 2006/88/EC to AHL

e Dir. 2006/88 National Authorities

create laws and guidelines for the application of
the Directive

Minimum control measures in the event of a 3lso for:

suspicion or outbreak of certain diseases

BIOSECURITY AUTHORIZATION TRANSPORT
RESTOCKING

Preventive measures
Placing on the market and imports

Health status of Member States and other
EEA Countries, zones or compartments
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AHL - Structure (1)

| Disease listing (Aquatic &Terrestrial) Commission Delegated Regulation
General rules (EU) 2018/1629
I Disease categorisation, listed species Commission Implementing
General rules (Aquatic & Terrestrial) Regulation (EU) 2018/1882
|| Surveillance, eradication programmes, Commission Implementing
disease freedom (Aquatic & Terrestrial) Regulation (EU) 2020/690
Il Disease control (Aquatic & Terrestrial) Commission Delegated Regulation

(EU) 2020/687
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AHL Part | Disease listing (finfish)

Commission Delegated Regulation (EU) 2018/1629
(amending Annex Il of the AHL)

e Epizootic haematopoietic necrosis (EHN)
e Viral haemorrhagic septicaemia (VHS)

e |Infectious haematopoietic necrosis (IHN)
e |Infection with HPR- deleted ISAV

e Koi herpes virus (KHV)
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AHL Part | Disease listing (finfish)

Commission Implementing Regulation (EU) 2018/1882

Epizootic Haematopoietic Necrosis A Rainbow Trout

(EHN) — former Exotic Redfin Perch

Viral Haemorrhagic Septicaemia C Trouts, Salmons, Charrs, Turbot, ...
(VHS)

Infectious Haematopoietic Necrosis C Trouts, Salmons, Charrs

(IHN)

Infectious Salmon Anemia C Atlantic Salmon, Rainbow &
(ISA) (HPR deleted) Brown Sea Trout

Koi Herpes Virus Disease (KHV) E Carps
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AHL Part | Disease listing (finfish)

Commission Implementing Regulation (EU) 2018/1882

NOTES:

» Category A approximates to “exotic” under Dir 2006/88/EC

» Category C approximates to “non-exotic” under Dir 2006/88/EC with some
differencies

 KHV was “non-exotic” under Dir 2006/88/EC but now Category E— ‘diseases for
which there is a need for surveillance’

 MS can take national measures under Article 226 (AHL) - Similar to Article 43 of Dir
2006/88 “national measures” diseases which constitute a significant risk in a
particular MS

Susceptible & vector species will be reviewed during 2020 after deliberations of OIE ad
hoc groups are examined
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AHL Part [l
Surveillance, eradication programmes, disease freedom

Commission Implementing Regulation (EU) 2020/690

Notification of suspicion of presence of listed and emerging diseases - required in all cases

Investigation of abnormal mortalities & other signs of serious disease — or significant decreased
production rates with an undetermined cause- required in all cases

Risk based surveillance: - required in certain approved establishments/ simplified approach set
out details of risk factors to be taken into account when categorising establishments - ‘high’,
‘medium’ or ‘low’ risk.

Disease-freedom may be achieved at MS/zone/compartment level

Simplified procedure for declaration of certain disease-free zones and compartments
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AHL Part Ill
Disease control measures

Commission Delegated Regulation (EU) 2020/687

* Set out in detail for Category A diseases — measures to be taken by
operators and competent authorities:
* Onh suspicion
* on confirmation

 Cross references to control measures for Category B & C diseases
which are set out in the DA under Part Il of the AHL (Regulation (EU)
2020/690)
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AHL - Structure (2)

IV.II Establishments and transporters (Aquatic) Commission Delegated Regulation
(EU) 2020/691,...

VAl Intra-EU movements (Aquatic) Commission Delegated Regulation
(EU) 2020/990

Vv Entry into the EU (Aquatic & Terrestrial)
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AHL Part IV.II
Registration and approval of establishments

Commission Delegated Regulation (EU) 2020/691

* Basic requirement for aquaculture establishments is registration but certain
higher risk aguaculture establishments need to be approved

* Derogations from the requirement for aﬁproval for certain establishments are set
out in Regulation (EU) 2016/ 429 and other proposals for additional derogations
are set out in the DA under Part IV.II

* AHL and DA set out requirements for operators of registered establishments -
notification, investigation, basic record keeping

* AHL and DA set out requirements for operators of approved establishments
notification, investigation, record keeping, biosecurity measures, facilities &
equipment, in certain cases participation in an RBS scheme
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AHL Part IV.II
Registration and approval of establishments

Commission Delegated Regulation (EU) 2020/691

 Several types of establishments require approval

* Specific requirements for approval depend on the type of establishment but in
general, will include at least two of the following:
* Risk based surveillance
* Biosecurity measures
* Facilities and equipment

» Risk based surveillance (RBS): more targeted application of RBS than that set out
in Directive 2006/88/EC and more suitable for detection of emerging diseases
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AHL Part IV.II
Movements of aquatic animals and products within the Union

Commission Delegated Regulation (EU) 2020/990

* Rules for movements of aquatic animals within the EU are broadly similar
to those set out in Directive 2006/88/EC; movements shall not jeopardise
the health status at the place of destination with regard to listed or
emerging diseases

* New requirement for self declaration documents for movements between
Member States in cases where certification is not required

* Self declaration documents relating to surveillance programmes will have
relevant health attestations

 Format for certificates to be set out in an IA under the AHL and Article 90
of Regulation (EU) 2017/625
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Thanks for your attention!
Dziekuje za uwage !
Grazie per [‘attenzione!
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Contacts: Associazione Piscicoltori Italiani - Verona
Phone: + 39 045 580978

Andrea Fabris — API Director Web: www.api-online.it

andreafabris@hotmail.com

FACEBOOK https://www.facebook.com/Associazione-
GSM: + 39 338 5968053 Piscicoltori-Italiani-102429097993581

TWITTER https://twitter.com/APIOfficiall

INSTAGRAM https://www.instagram.com/a.p.i.official
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