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Regulatory framework – Regulation (EU) 2019/6

2 Regulatory considerations on ADRA project

1ST STEP: Scientific assessment 
Article 141(1)(i) of Regulation 

(EU) 2019/6 

2ND STEP: Implementation of 
CVMP scientific advice for 

individual MAs

EMA CAs



Article 141(1)(i) procedure

Can be triggered 
by Member States 
or self-mandated 

by CVMP

No fee for MAHs 
involved 

(Regulation (EU) 
2024/568)

No legal timelines 

Not directly 
legally binding 

(no EC Decision)

Possible 
AWP/EWP-V 
consultation

Stakeholder 
interaction

CVMP considers 
all available data 

relevant for 
assessment

Art. 141(1)(i): 
‘’CVMP shall provide 
scientific advice on 
the use of 
antimicrobials and 
antiparasitics in 
animals to minimise 
the occurrence of 
resistance in the 
Union, and update 
that advice when 
needed’’
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32024R0568
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32024R0568


Timelines 

PREPARATORY PHASE

CVMP (self) letter to 
start 1st scientific 
advice (Art. 141(1)(i))

Focus group 
meeting with 
concerned 
MAHs 

ARTICLE 141(1)(i) PROCEDURE

Start of procedure:
Appointment of (co-)rapps, 
LoQs to MAHs/stakeholders

Clock stop

MAH/stakeholders 
responses to LoQs

Scientific 
assessment 

Scientific 
advice report 
or list of 
outstanding 
issues (if 
needed)

Clock stop
MAHs 
responses 
to LoOIs

CVMP scientific 
advice

Stakeholders’ involvement

CVMP/Temporary working 
party 
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Temporary 
working party 
establishment

Scientific 
assessment 



CVMP scientific advice implementation

Publication CVMP 
scientific advice

Art. 58(4) 

‘’MAH shall ensure that 
the summary of product 
characteristics, package 
leaflet and labelling is 
kept up to date with 
current scientific 
knowledge’’
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MAHs to take action
(submission of variations)
 

Art. 70 (SPC 
harmonisation)

Current scientific 
knowledge



CVMP scientific advice implementation

Art. 130(3)(a):

“Competent authority/EC 
may request MAHs to 
submit a variation to the 
terms of MA[…] if MAH 
does not comply with the 
requirements set out in 
Article 58’’.
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Submission 
of variations

Scientific 
advice 

implemented

Art. 130(3)(a) 
Regulation 

(EU) 2019/6



Timelines ADRA project

2024
Preparation phase

(ADRA group, confirmation 
of legal basis)

2025
Priority list of 

antimicrobial substances
May 2025
Industry 

info session

Date tbc
Identification of 
VMPs concerned

Q4 2025
Start 1st CVMP 
scientific advice

Date tbc
Implementation phase

(Art. 58(4); SPC harmonisation)

Date tbc
MAHs submission of 

variations
7

2024
Questionnaire to 

NCAs and industry

Q4 2026
Adoption of 1st 
CVMP scientific 

advice

Date tbc
Focus group meeting 

concerned MAHs
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Thank you

Follow us

g 

Send your questions via AskEMA

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/accounts/login/?next=/one_healthenv_eu/
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-medicines-agency
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