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Prioritisation of EU intervention

The new Animal Health strategy must be seen as an integrated risk
assessment and management strategy focusing on biological and
chemical risks of EU relevance.

— Categorisation of biological and chemical risks according to level of
relevance for the EU;

— Agreement on the acceptable level of risk;

— Setting of priorities, quantifiable targets and performance indicators;
— Setting of the amount of resources to be committed to 1dentified
threats.



REGOLAMENTO (UE) 2016/429
DEL PARLAMENTO EUROPEO E DEL
CONSIGLIO del 9 marzo 2016
relativo alle malattie animali trasmissibili e che
modifica e abroga taluni atti in materia di sanita
animale («normativa in materia di sanita
animaley)



VALUTAZIONE DEL RISCHIO

Considerata 15

La valutazione del rischio, sulla base della quale sono
adottate le misure di cui al presente regolamento, dovrebbe
basarsi sulle prove scientifiche disponibili ed essere
condotta in modo indipendente, obiettivo e trasparente. E
anche opportuno tenere debitamente conto de1 pareri
dell'Autorita europea per la sicurezza alimentare (EFSA),



ANALISI DEL RISCHIO

STRUCTURE OF RISK ANALYSIS

Risk Assessment Risk Management
*Hazard Identification +Risk Evaluation

*Option Assessmen t

*Option Implementation
*Monitoring & Review

*Risk Characterization

Risk Communication




SPS WTO
CODEX ALIMENTARIUS

1 PRINCIPI

I ALOP: Appropriate Level of Protection (livello di
protezione appropriato per una popolazione, ovvero
numero di casi/anno tollerabili, dovuti ad un determinato
pericolo alimentare )

1 FSO: Food Safety Objectives (concentrazione di un
patogeno negli alimenti tale da mantenere lo stato di salute
della popolazione nei1 limiti tollerabili)



Biosicurezza
Reg. 2016/429 (AHL)

(43) La biosicurezza ¢ uno dei principali strumenti di prevenzione a
disposizione degli operatori e delle altre persone che lavorano con gli animali per
prevenire l'introduzione, lo sviluppo e la diffusione di malattie animali
trasmissibili da e all'interno di una popolazione animale. ....

Le misure di biosicurezza adottate dovrebbero essere sufficientemente
flessibili......

E opportuno conferire alla Commissione competenze di esecuzione riguardo alla
definizione di requisiti minimi necessari per l'applicazione uniforme di misure
di biosicurezza negli Stati membri.



Proposta nuovo Regolamento
controlli utficiali

versione 04.05.16



'hazard' means any agent or
condition with the potential to have
an adverse effect on human, animal
or plant health, animal welfare or the
environment;

‘risk’ means a function of the probability
of an adverse effect on human, animal or
plant health, animal welfare or the
environment and of the severity of that
affect, consequential to a hazard;



"RISK
ASSESSMENT"
21. 'risk assessment' means risk

assessment as defined in point (11) of
Article 3 of Regulation (EC) No
178/2002;

Cancellato!!

(a) arisk assessment of the animals and goods exported to the Union from them (art 120)



VALUTAZIONE DEL RISCHIO
NEI REGOLAMENTI
“CONTROLLI”

Nei1 regolamenti relativi a1 controlli ufficiali:
1 IL CONTROLLO DOVRA’ ESSERE BASATO SULLA

“VALUTAZIONE DEL RISCHIO”
1 Non ¢ il risk assessment fase di

RISK ANALYSIS
Ma basato su esperienza, osservazione, analisi de1 dati storici;
non relativo a pericoli specifici
Nella proposta di modifica Reg.882/2004
RISK BASED CATEGORISATION



"official
controls"

...shall mean activities performed by the competent

authorities, or by the delegated bodies or the natural persons
to which certain official control tasks have been delegated in
accordance with this Regulation in order to verify:
a) compliance by the operators with the rules of this
Regulation and with the rules referred to in Article 1(2);
b) that animals or goods meet the requirements laid down
in the rules referred to in Article 1(2), including for the
1ssuance of an official certificate or official attestation.



"official
controls"

...shall mean activities performed by the competent

authorities, or by the delegated bodies or the natural persons to
which certain official control tasks have been delegated in
accordance with this Regulation in order to verify:

a) compliance by the operators with the rules of t
Regulation and with the rules referred to 1in Article

N1S

| (2);

b) that animals or goods meet the requirements laid
in the rules referred to in Article 1(2), including for the
1Issuance of an official certificate or official attestation.

| down



"other official activities"

.....shall mean activities, other than official controls, which are
performed by the competent authorities, or by the delegated bodies
or the natural persons to which certain other official activities have

been delegated 1n accordance with this Regulation and with the
rules referred to in Article 1(2), including activities aimed at
verifying the presence of animal diseases or pests of plants or at
preventing or containing the spread of such animal diseases or
pests of plants, or eradicating those animal diseases or pests of
plants, the granting of authorisations, or approvals and the
issuance of official certificates or official attestations.



VETERINARIO UFFICIALE

RESPONSIBILITY VS SUPERVISION

a) '"'under the responsibility of the official
veterinarian' means that the official
veterinarian assigns the performance of an
action to an official auxiliary.

b) '"under the supervision of the official
veterinarian” means that an action is
performed under the responsibility of the
official veterinarian, where in addition the
official veterinarian is present on the premises

during the time necessary to perform such
action.



TERMINE ISPEZIONE

Tolta la definizione

Al momento rimane nelle attivita
veterinarie in particolare al macello

BIP = BCP ?
Presente |la definizione di AUDIT



ATTI
DELEGATI / DI ESECUZIONE

Incidono soprattutto sulle modalita tecniche
con cui s1 applica 1l Regolamento 1n
questione

Responsabile: Commissione UE

Ampio spazio per negoziazione tra le parti



UNA CONSEGUENZA

Diminuisce [’urgenza di mantenere
separazione tra atti legislativi destinati a
diversi stakeholder

Es. Regolamento 2016/429
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