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Delegated Regulations – adopted and published 



• Before adoption:  

• Draft REGULATION (EU) 2020/… - Intra-EU movements of products of animal origin:  

• Public feed back completed. Translation ongoing. Adoption envisaged: Sept-Oct 2020 

• Amendments: 

• REGULATION (EU) 2019/2035 (1) – re. I&R of sheep and goats: Adopted 25/08/2020, for objection in the Council and EP  

• REGULATION (EU) 2019/2035 (2) – several amendments: draft for discussion at EG meeting on 12/10 

• REGULATION (EU) 2020/686 - several amendments: draft for discussion at EG meeting on 12/10 

• REGULATION (EU) 2020/687 - one amendment: draft for discussion at EG meeting on 12/10 

• REGULATION (EU) 2020/688 - several amendments: draft for discussion at EG meeting on 12/10 

• REGULATION (EU) 2020/689 – several amendments: draft for discussion at EG meeting on 12/10 

• REGULATION (EU) 2020/692 – several amendments: draft for discussion at EG meeting on 12/10 

 

 

 

Delegated Regulations: not adopted and 
amendments  



Delegated Regulations - in development  

Ref. No. DA Activities/timing 

SANTE/7144/2020 

 

Draft REGULATION (EU) on rules for the use of veterinary medicinal 

products for the purpose of prevention and control of certain animal 

diseases  

 

• EG discussions ongoing (2 

EG meetings took place) 

• Next EG meeting 

9/11/2020 

 

SANTE/7210/2020 Draft REGULATION (EU) on management, storage and replacement 

of stocks of the Union antigen, vaccine and diagnostic reagent banks 

and the biosecurity, biosafety and bio-containment requirements for the 

operation of banks 

Internal work ongoing 

 



• Adopted 

1. Regulation (EU) 2018/1882 - categories of listed diseases and establishing a list of species: OJ L 308, 

4/12/2018 

2. Regulation (EU) 2020/690 - listed diseases and geographical scope of Union surveillance programmes, and 

listed diseases for compartments: OJ L 174, 3/06/2020 

3. Regulation (EU) 2020/999 - approval of germinal product establishments & traceability of germinal products 

of certain animal species: OJ L 221, 10/07/2020 

• Amendment 

• Regulation (EU) 2018/1882 - list of species for aquatic diseases and poss. NCD:  following months 

Implementing acts (1) 



Ref.no. IA Activities/timing 

SANTE/7288/

2019 

Union notification and reporting of listed diseases, Union surveillance and eradication 

programmes and application for recognition of disease-free status () 

Final stage: PAFF, translation, adoption 

SANTE/11123/

2018 

Identification and registration of terrestrial animals (except equidae) Final stages, next WG meeting 2/10 

 

SANTE/7004/

2019 

Identification and registration of equidae Final stages, next WG meeting soon.  

N.B. link with the breeding and VMP 

regulations (&DA under VMP) 

SANTE/7140/

2020 

List of third countries   Developed, PAFF consultations soon 

Exemptions from registration of operators and establishments keeping terrestrial animals In development, WG meeting 2/10 

Exemptions from registration of operators and establishments keeping aquaculture animals In development WG meeting/PAFF soon 

SANTE/7166/

2020 

Recognition under Reg (EU)2016/429 of existing disease free statuses and eradication 

programmes 

Preparation ongoing 

SANTE/7212/

2020 

 

Rules for EU antigen, vaccine and diagnostic banks Initial phase 

Rules for contingency plans and simulation exercises 

 

Initial phase 

National measures designed to limit the impact of diseases of aquatic animals other than 

listed aquatic diseases 

Developed, PAFF consultations soon 

Repeals of obsolete acts Initial phase 

Implementing acts (2)  



• Work ongoing: 

• Commission Implementing Regulation concerning special control measures relating to ASF  

• Commission Implementing Decision on protection measures against the fungus Batrachochytrium 

salamandrivorans (Bsal) 

• Commission Implementing Decision concerning special control measures relating to CSF 

• Commission Implementing Decision concerning certain protective measures with regard to 

confirmed occurrences of the small hive beetle (SHB) in Italy 

• Reflection ongoing on 

• Avian influenza measures (transposing into the AHL framework Decisions 2018/1136 and 2020/47) 

 

Implementing acts (3) – temporary and emergency 
measures  



Implementing regulations & OCR 

Ref number Implementing act Stage 

SANTE/7088/2020 
Terrestrial animals and germinal products: Animal health certificates and 

model declarations, movement notification   

PAFF, SPS notification, translation SANTE/7090/2020 
Aquatic animals and products of animal origin thereof: Animal health 

certificates and model declarations, movement notification   

SANTE/7086/2020 
Certain categories of animals and goods: Animal health certificates and model 

declarations, movement notification   



Animal Health Law  
legal framework 

ANIMAL HEALTH LAW 
Regulation (EU) 2016/429 

Part I Part II Part III Part IV Part V 

DR 
surveillance, 
eradication 
& disease 
free status 

IR 
Disease 

notification/ 
reporting 

IR 
Listing Union 
Surveillance 

Programmes & 
Compartments 

IR 
Listing of 

existing disease 
free and 

eradication 
programmes 

(MSs & zones) 

DR 
Prevention 
& control 
of Cat A, B 

& C 
diseases 

IR 
Rules for vaccine 

banks 

IR 
Contingency plans 

Part IV.I Part IV.II 

DR Rules for 
aquaculture 

animal 
establishments & 

transporters of 
aquatic animals 

(A)  

DR 
Registration & 

approval 
establishments 
& traceability 

(T) 

DR Approval 
establishments 

& intra EU 
movements (G) 

IR 
Operators 

application for 
approval (G) & 
Traceability (G) 

(marking of 
straws) 

IR 
Registration & 
identification 

horses 

IR 
Registration & 

identification (T 
except horses) 

DR Intra EU 
movements 

(T) 

DR  
Intra EU 

movements 
(TPAO) 

DR Movement 
of aquatic 

animal (A) and 
their products 

(APAO) 

DR Entry into 
the EU (T/ A/ 

G/ TPAO/ 
APAO) 

IR 
Entry into the EU 

Certificates 

IR 
List of Third 
Countries 

IR intra EU animal health Certificates (T/ A/ G/ TPAO/ APAO) 

DR  
List of 

diseases 

IR 
Categories of 

diseases 

DR 
Manageme

nt of 
vaccine 
banks 

DR  
Use of vet 
medicinal 

products for 
disease 
control 

IR 
Derogation from 
registration & for 
record keeping by 

certain transporters (A) 

IR 
Recognition of 

existing national 
measures (A) T Terrestrial animals & hatching eggs 

TPAO Terrestrial products of animal origin 

A Aquatic animals 

APAO Aquatic products of animal origin Delegated Regulation (DR) 

G Germinal products 
Implementing Regulation 
(IR) 



• Two ongoing mandates (requests for scientific opinions): 

• Request for a scientific opinion for the listing and categorisation of transmissible 

animal diseases caused by bacteria resistant to antimicrobials, in the framework of 

the Animal Health Law 

• Request for a scientific opinion as regards disease control measures for category 

A diseases of terrestrial animals in the framework of the Animal Health Law 

Work with EFSA 



• Transfer of health statuses – ongoing work (Commission Working Document 

SANTE/7122/2020rev1) 

• Support to MSs to facilitate transition 

• BTSF training  

• Planned for 2020 and 2021(affected by Covid 19) 

Support to MSs 
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