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Regulatory framework — Regulation (EU) 2019/6

1ST STEP: Scientific assessment 2ND STEP: Implementation of
Article 141(1)(i) of Regulation CVMP scientific advice for
(EU) 2019/6 individual MAs
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Article 141(1)(i) procedure
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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
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CVMP scientific advice implementation
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CVMP scientific advice implementation
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Timelines ADRA project

& = =

/N Y=
@ @ @
2024 2024 2025 = o
Preparation phase Questionnaire to Priority list of ’c’“_lf
(ADRA group, confirmation NCAs and industry antimicrobial substances
of legal basis) May 2025
Industry
info session

O - v

@ @
Q4 2025 Date tbc Date tbc
- Start 1st CVMP Focus group meeting Identification of
scientific advice concerned MAHs VMPs concerned
Q4 2026
Adoption of 1st
CVMP scientific —

advice |_¢_| N4

O O O

L { @ >
Date tbc Date tbc
Implementation phase MAHs submission of

(Art. 58(4); SPC harmonisation) variations
7 Regulatory considerations on ADRA project EMA




-

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you
Send your questions via AskEMA
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