Basic information

2023/0131(COD)

COD - Ordinary legislative procedure (ex-codecision procedure)
Regulation

Authorisation and supervision of medicinal products for human use and
governing rules for the European Medicines Agency

Repealing Regulation 2000/141 1998/0240(COD)
Repealing Regulation 2004/726 2001/0252(COD)
Repealing Regulation 2006/1901 2004/0217(COD)
Amending Regulation 2007/1394 2005/0227(COD)
Amending Regulation 2014/536 2012/0192(COD)

Subject

4.20.01 Medicine, diseases

4.20.04 Pharmaceutical products and industry

4.60.08 Safety of products and services, product liability
8.40.08 Agencies and bodies of the EU

Legislative priorities

Joint Declaration 2023-24

Awaiting Council's 1st reading position

Key events
Date Event Reference Summary
COM(2023)0193 Summary
26/04/2023 Legislative proposal published .
14/09/2023 Committee referral announced in Parliament, 1st reading
14/09/2023 Referral to associated committees announced in Parliament
19/03/2024 Vote in committee, 1st reading
21/03/2024 Committee report tabled for plenary, 1st reading A9-0141/2024
10/04/2024 Decision by Parliament, 1st reading T9-0221/2024 Summary
10/04/2024 Results of vote in Parliament r—-‘Ll
10/04/2024 Debate in Parliament @
13/11/2024 Committee referral announced in Parliament, 1st reading
03/06/2025 Con.1m|ttee decision to open interinstitutional negotiations after 1st reading in
Parliament
16/06/2025 Committee decision to enter into interinstitutional negotiations announced in
plenary (Rule 72)



https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2023&nu_doc=0193
https://oeil.europarl.europa.eu/oeil/en/procedure-file?reference=1998/0240(COD)
https://oeil.europarl.europa.eu/oeil/en/procedure-file?reference=2001/0252(COD)
https://oeil.europarl.europa.eu/oeil/en/procedure-file?reference=2004/0217(COD)
https://oeil.europarl.europa.eu/oeil/en/procedure-file?reference=2005/0227(COD)
https://oeil.europarl.europa.eu/oeil/en/procedure-file?reference=2012/0192(COD)
legislative-priorities/thematic-note?id=41380
https://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2023/0193/COM_COM(2023)0193_EN.pdf
https://oeil.europarl.europa.eu/oeil/en/document-summary?id=1742194
https://www.europarl.europa.eu/doceo/document/A-9-2024-0141_EN.html
https://www.europarl.europa.eu/doceo/document/TA-9-2024-0221_EN.html
https://oeil.europarl.europa.eu/oeil/en/document-summary?id=1782759
https://www.europarl.europa.eu/doceo/document/PV-9-2024-04-10-VOT_EN.html?item=53
https://www.europarl.europa.eu/doceo/document/CRE-9-2024-04-10-TOC_EN.html

