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

Meetings with interest representatives published in line with the Rules of Procedure

Rapporteurs, Shadow Rapporteurs and Committee Chairs

Transparency

Name Role Committee | Date Interest representatives

SOKOL Tomislav Shadow rapporteur 03/12/2025 | President of the Association of Pharmacy Employers (PharmaNET)

PICARO Michele Shadow rapporteur 03/12/2025 | EFPIA

SOKOL Tomislav Shadow rapporteur 02/12/2025 | Executive Vice President of Novo Nordisk and board member of Efpia

PICARO Michele Shadow rapporteur 02/12/2025 | Redcare Pharmacy N.V.

WOLKEN Tiemo Rapporteur 02/12/2025 | Permanent Representation of Denmark to the European Union

- ) Permanent Representation of the Slovak Republic to the EU

SANT

WOLKEN Tiemo Rapporteur 25/11/2025 Permanent Representation of the Czech Republic to the EU

SOKOL Tomislav | Shadow rapporteur 18/11/2025 | Novo Nordisk A/S

.. ) The Permanent Representation of the Kingdom of the Netherlands to the

SANT

WOLKEN Tiemo Rapporteur 17/11/2025 European Union

. European Society for Phenylketonuria and Allied Disorders Treated as

SANT

SOKOL Tomislav Shadow rapporteur 12/11/2025 Phenylketonuria

WOLKEN Tiemo Rapporteur 10/11/2025 | kohlpharma

: . Boehringer Ingelheim

ITRE

WINZIG Angelika Rapporteur for opinion 05/11/2025 PHARMIG - Verband der pharmazeutischen Industrie Osterreichs

SOKOL Tomislav | Shadow rapporteur 16/10/2025 | European Sodiety of Cardiology

WOLKEN Tiemo Rapporteur 15/10/2025 | European Patients' Forum (EPF)
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WOLKEN Tiemo Rapporteur SANT 15/10/2025 | Permanent Representation of Malta to the European Union
SOKOL Tomislav Shadow rapporteur SANT 14/10/2025 | Merck Sharp & Dohme Europe Belgium SRL

WOLKEN Tiemo Rapporteur SANT 13/10/2025 | GSK

WINZIG Angelika Rapporteur for opinion ITRE 11/09/2025 | PHARMIG - Verband der pharmazeutischen Industrie Osterreichs

WOLKEN Tiemo Rapporteur 01/09/2025 | European Patients' Forum (EPF)

WOLKEN Tiemo Rapporteur 22/07/2025 | Permamnent Representation of Austria to the EU

WOLKEN Tiemo Rapporteur 17/07/2025 | GSK

WOLKEN Tiemo Rapporteur 16/07/2025 | Danish Health Minister

WOLKEN Tiemo | Rapporteur 15/07/2025 | Affordable Medicines Europe

SOKOL Tomislav Shadow rapporteur 15/07/2025 | Eli Lilly and Company

WOLKEN Tiemo Rapporteur 14/07/2025 | Eli Lilly and Company

WOLKEN Tiemo Rapporteur 10/07/2025 | Permanent Representation of the Netherlands to the EU
SOKOL Tomislav Shadow rapporteur 09/07/2025 EZz:om;en:nnLF;;iresentation of the Kingdom of the Netherlands to the
WOLKEN Tiemo Rapporteur 04/07/2025 | MEDICINES FOR EUROPE

WOLKEN Tiemo Rapporteur 03/07/2025 | Centre for reproductive Rights

WOLKEN Tiemo Rapporteur 02/07/2025 | Permanent Representation of Denmark to the EU

SOKOL Tomislav Shadow rapporteur 02/07/2025 | Miltenyi Biomedicine GmbH

WOLKEN Tiemo Rapporteur 24/06/2025 | European Healthcare Distribution Association

WOLKEN Tiemo Rapporteur 24/06/2025 g;c:it:/aal)Life Sciences Solutions Operations UK Ltd (doing business as
WOLKEN Tiemo Rapporteur 23/06/2025 | IGBCE

METZ Tilly Shadow rapporteur 17/06/2025 | European Commission

SOKOL Tomislav Shadow rapporteur 03/06/2025 | Affordable Medicines Europe

SOKOL Tomislav Shadow rapporteur 21/05/2025 | MSD

WOLKEN Tiemo Rapporteur 02/04/2025 | Permanent Representation of the Republic of Cyprus to the EU
WOLKEN Tiemo Rapporteur 19/03/2025 | Permanent Representation of Germany to the EU

WOLKEN Tiemo Rapporteur 17/03/2025 | Permanent Representation of Malta to the EU

WOLKEN Tiemo | Rapporteur 17/03/2025 | Phage EU

BOSSE Stine Shadow rapporteur 20/02/2025 | H. Lundbeck A/S

WOLKEN Tiemo Rapporteur 18/02/2025 | Permanent Representation of Spain to the European Union
WOLKEN Tiemo Rapporteur 18/02/2025 | Permanent Representation of Italy to the European Union
WOLKEN Tiemo Rapporteur 06/02/2025 | The Mission of Japan to the EU
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WOLKEN Tiemo Rapporteur 28/01/2025 | Deutsches Netzwerk gegen Antimikrobielle Resistenzen (DNAMR)
WOLKEN Tiemo Rapporteur 28/01/2025 | Permanent Representation of Denmark to the European Union
WOLKEN Tiemo Rapporteur 27/01/2025 | Vertretung des Bundestages in Brissel

WOLKEN Tiemo Rapporteur 14/01/2025 | European Commission - DG SANTE

WOLKEN Tiemo Rapporteur 14/01/2025 | Permanent Representation of Slovakia to the EU

BOSSE Stine Shadow rapporteur 05/11/2024 | European Federation of Pharmaceutical Industries and Associations
METZ Tilly Shadow rapporteur 10/04/2024 | Asociacion de Sarcomas Grupo Asistencial

WOLKEN Tiemo Rapporteur 08/04/2024 | MEDEV

METZ Tilly Shadow rapporteur 08/04/2024 | Standing Committee of European Doctors

METZ Tilly Shadow rapporteur 11/03/2024 | BEAM Alliance

RIES Frédérique Shadow rapporteur 07/03/2024 | EUROPEAN ORGANISATION FOR RARE DISEASES

RIES Frédérique Shadow rapporteur 07/03/2024 | Acumen Public Affairs

WOLKEN Tiemo Rapporteur 06/03/2024 | Beglian PermRep

WOLKEN Tiemo Rapporteur 05/03/2024 | GARDP Foundation

WOLKEN Tiemo Rapporteur 05/03/2024 | European Patients' Forum (EPF)

WOLKEN Tiemo Rapporteur 05/03/2024 | Eurordis - Rare Disease Europe

WOLKEN Tiemo Rapporteur 05/03/2024 | European Confederation of Pharmaceutical Entrepreneurs
METZ Tilly Shadow rapporteur 23/02/2024 | European Society of Cardiology

E/ELRLE/;F:Taura :;i?;:” rapporteur for 22/02/2024 | F. Hoffmann-La Roche Ltd

WOLKEN Tiemo Rapporteur 22/02/2024 | EMA

METZ Tilly Shadow rapporteur 21/02/2024 | Association of European Cancer Leagues

VIRKKUNEN Henna | Rapporteur for opinion 20/02/2024 | Laaketeollisuus ry

WOLKEN Tiemo Rapporteur 20/02/2024 | Euorpean Commission

RIES Frédérique Shadow rapporteur 19/02/2024 | Bureau Européen des Unions de Consommateurs

METZ Tilly Shadow rapporteur 19/02/2024 | Innovative Medicines for Luxembourg

Rz Lawa | opmon 161022024 Bayer AG

Eé;é'j’taura i;i?;:” rapporteur for 16/02/2024 | Laboratorio Reig Jofre, S.A.

RIES Frédérique Shadow rapporteur 14/02/2024 | Algemene vereniging van de Geneesmiddelenindustrie

METZ Tilly Shadow rapporteur 13/02/2024 | European Society for Paediatric Oncology

METZ Tilly Shadow rapporteur 08/02/2024 | EUROPEAN ORGANISATION FOR RARE DISEASES
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RIES Frédérique Shadow rapporteur 08/02/2024 | European Federation of Pharmaceutical Industries and Associations
SOKOL Tomislav Shadow rapporteur 07/02/2024 | GSK
RIES Frédérique Shadow rapporteur 07/02/2024 | EUROPEAN ORGANISATION FOR RARE DISEASES
SOKOL Tomislav Shadow rapporteur 06/02/2024 | European Federation of Pharmaceutical Industries and Associations
RIES Frédérique Shadow rapporteur 06/02/2024 | BioMarin UK Limited
METZ Tilly Shadow rapporteur 02/02/2024 | AIM
RIES Frédérique Shadow rapporteur 01/02/2024 | Teva Pharmaceuticals Europe BV
SOKOL Tomislav | Rapporteur 30/01/2024 | Unicancer
WOLKEN Tiemo Rapporteur 29/01/2024 | Permanent Representation of Malta
SOKOL Tomislav Shadow rapporteur 26/01/2024 | Association of the European Self-Care Industry
RIES Frédérique Shadow rapporteur 25/01/2024 | Merck
SLABAKOV Andrey | Shadow rapporteur 24/01/2024 | EFPIA
SOKOL Tomislav Shadow rapporteur 24/01/2024 | American Chamber of Commerce to the European Union
SOKOL Tomislav Rapporteur 24/01/2024 | Belgium Ministry of social affairs and public health
METZ Tilly Shadow rapporteur 24/01/2024 | EURORDIS
AbbVie
) American Chamber of Commerce to the European Union
EEII_QI;EI/_\ZTTaura j;‘;?;:” repporeuror 23/01/2024 Qggﬁgslgzarma Europe Limited
Eli Lilly and Company
Merck Sharp & Dohme Europe Belgium SRL
SOKOL Tomislav Shadow rapporteur 23/01/2024 | A. Menarini Industrie Farmaceutiche Riunite s.r.l.
WOLKEN Tiemo Rapporteur 19/01/2024 | Party of European Socialist
Eé;'éj’taura i;i?;‘]” rapporteur for 19/01/2024 | Grifols, S.A.
EQII;QI;EAZTTaura i:ii(ijc?r:v rapporteur for 17/01/2024 | European Federation of Pharmaceutical Industries and Associations
RIES Frédérique Shadow rapporteur 17/01/2024 | European Confederation of Pharmaceutical Entrepreneurs
METZ Tilly Shadow rapporteur 17/01/2024 | GIRP
SOKOL Tomislav Shadow rapporteur 16/01/2024 I,aigggi(;hlriljz
WOLKEN Tiemo Rapporteur 12/01/2024 | DG SANTE
E/ELRLE/;F:Taura :;i?;:” rapporteur for 12/01/2024 | Acumen Public Affairs
WOLKEN Tiemo Rapporteur 10/01/2024 | IGCBE
WOLKEN Tiemo Rapporteur 20/12/2023 | Bundesverband der Pharmazeutischen Industrie e.V.
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WOLKEN Tiemo Rapporteur 23/08/2023 | Bristol Myers Squibb
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WOLKEN Tiemo Rapporteur 03/08/2023 | Umweltbundesamt - German Environment Agency

ENVI
WOLKEN Tiemo Rapporteur ENVI 03/08/2023 | BEAM Alliance
WOLKEN Tiemo Rapporteur ENVI 31/07/2023 | MEDICINES FOR EUROPE
WOLKEN Tiemo Rapporteur ENVI 19/07/2023 | European Patients' Forum (EPF)
WOLKEN Tiemo Rapporteur ENVI 19/07/2023 | EMA
SOKOL Tomislav Shadow rapporteur ENVI 18/07/2023 | MEDICINES FOR EUROPE
WOLKEN Tiemo Rapporteur ENVI | | 18/07/2023 E‘;";aédrzt';:e“ie”ces
WOLKEN Tiemo Rapporteur ENVI 18/07/2023 | European Social Insurance Platform AISBL
WOLKEN Tiemo Rapporteur ENVI 18/07/2023 | EurEau
WOLKEN Tiemo Rapporteur ENVI 18/07/2023 | European Brain Council
WOLKEN Tiemo Rapporteur ENVI 18/07/2023 | The European Society for Paediatric Oncology - SIOP Europe

Plasma Protein Therapeutics Association Europe, international

WOLKEN Tiemo Rapporteur ENVI 17/07/2023 . . .
Association without lucrative purpose

WOLKEN Tiemo Rapporteur ENVI 06/07/2023 | AstraZeneca PLC

WOLKEN Tiemo Rapporteur ENVI 06/07/2023 | Affordable Medicines Europe

WOLKEN Tiemo Rapporteur ENVI 06/07/2023 | Bundesverband der Arzneimittel-Hersteller e.V.

SOKOL Tomislav Shadow rapporteur ENVI 05/07/2023 | Teva Pharmaceuticals Europe BV

WOLKEN Tiemo Rapporteur ENVI 05/07/2023 | Deutsche Sozialversicherung

WOLKEN Tiemo Rapporteur ENVI 05/07/2023 | BEUC

WOLKEN Tiemo Rapporteur ENVI 03/07/2023 | EURODIS

WOLKEN Tiemo Rapporteur ENVI 28/06/2023 | AbbVie

WOLKEN Tiemo Rapporteur ENVI 28/06/2023 | Bundesverband der Pharmazeutischen Industrie e.V.

WOLKEN Tiemo Rapporteur ENVI 28/06/2023 | Deutsche Krankenhausgesellschaft e.V.

SOKOL Tomislav Shadow rapporteur ENVI 27/06/2023 | DSW (Deutsche Stiftung Weltbevoelkerung)

WOLKEN Tiemo Rapporteur ENVI 26/06/2023 | International Association of Mutual Benefit Societies

WOLKEN Tiemo Rapporteur ENVI 07/06/2023 | SANOFI

WOLKEN Tiemo Rapporteur ENVI 07/06/2023 | BioMarin UK Limited

WOLKEN Tiemo Rapporteur ENVI 07/06/2023 | European Federation of Pharmaceutical Industries and Associations

WOLKEN Tiemo Rapporteur ENVI 06/06/2023 | MEDICINES FOR EUROPE

WOLKEN Tiemo Rapporteur ENVI 05/06/2023 | Novartis International AG

European Social Insurance Platform AISBL
Dachverband der Osterreichischen Sozialversicherungen

WOLKEN Tiemo Rapporteur ENVI 05/06/2023
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WOLKEN Tiemo Rapporteur 02/06/2023 | UK Mission to the EU

WOLKEN Tiemo Rapporteur 02/06/2023 | European Chemical Industry Council

WOLKEN Tiemo Rapporteur 26/05/2023 | AMR Action Fund GP, LLC

SOKOL Tomislav Shadow rapporteur 23/05/2023 | European Federation of Pharmaceutical Industries and Associations
Other Members

Transparency

Name Date Interest representatives

NEVADO DEL CAMPO Elena 16/10/2025 | AbbVie

NEVADO DEL CAMPO Elena 02/10/2025 Merck Sharp & Dohme Europe Belgium SRL

JERKOVIC Romana 23/04/2025 Angelini Pharma

JARUBAS Adam 09/07/2024 Chambre de Commerce et d’'Industrie France Pologne

ECKE Matthias 28/03/2024 (E;Lérl(zpean Federation of Pharmaceutical Industries and Associations

KNOTEK Ondrej 20/03/2024 | BioMarin UK Limited

GUALMINI Elisabetta 19/03/2024 European Confederation of Pharmaceutical Entrepreneurs

ZAMBELLI Stefania 13/03/2024 | Assosalute

GLAVAK Sunc¢ana 29/02/2024 Bayer AG

DANZI Maria Angela 27/02/2024 European Society of Cardiology

LIESE Peter 23/02/2024 European Federation of Pharmaceutical Industries and Associations

SIDL Glinther 21/02/2024 AOP Orphan Pharmaceuticals GmbH

DANZI Maria Angela 21/02/2024 La Roche - Hoffmann

LUENA César 21/02/2024 Roche Farma

CLUNE Deirdre 21/02/2024 Bristol-Myers Squibb Company

GLUCK Andreas 19/02/2024 | AbbVie

LIESE Peter 19/02/2024 Nuclear Medicine Europe

COLIN-OESTERLE Nathalie 19/02/2024 | Haleon

COLIN-OESTERLE Nathalie 19/02/2024 | GSK

COLIN-OESTERLE Nathalie 19/02/2024 Roche France

DANTI Nicola 15/02/2024 European Confederation of Pharmaceutical Entrepreneurs

LIESE Peter 15/02/2024 | STADA Arzneimittel

KYMPOUROPOULOS Stelios 15/02/2024 European Confederation of Pharmaceutical Entrepreneurs

LIESE Peter 14/02/2024 Merck Healthcare

CLUNE Deirdre 14/02/2024 | BioMarin UK Limited

LIESE Peter 07/02/2024 \évlzlzi:rman Pharmaceutical Industry Association

TOIA Patrizia 07/02/2024 European Confederation of Pharmaceutical Entrepreneurs

MONTSERRAT Dolors 05/02/2024 | GSK

KNOTEK Ondrej 01/02/2024 | Ipsen Pharma
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CLUNE Deirdre

24/01/2024

Merck Sharp & Dohme Europe Belgium SRL

GLAVAK Sun¢ana 18/01/2024 European Society for Paediatric Gastroenterology, Hepatology and Nutrition
KYMPOUROPOULOS Stelios 12/01/2024 | PAPMAKEYTIKOZ ZYAAOIOZ ATTIKHE

KNOTEK Ondfej 11/01/2024 | GSK

DANTI Nicola 19/12/2023 Angelini Pharma

CLUNE Deirdre 13/12/2023 European Paper Packaging Alliance

MONTSERRAT Dolors 11/12/2023 Boiron

ANGEL Marc 08/12/2023 ALAN asbl-Maladies Rares Luxembourg

WINZIG Angelika 07/12/2023 PHARMIG - Verband der pharmazeutischen Industrie Osterreichs
DANZI Maria Angela 05/12/2023 | Insightec Ltd.

NOVAK Ljudmila 30/11/2023 Sandoz International GmbH

PATRICIELLO Aldo 29/11/2023 | MEDICINES FOR EUROPE

PATRICIELLO Aldo 29/11/2023 | Confindustria

LIESE Peter 27/11/2023 European Confederation of Pharmaceutical Entrepreneurs (EUCOPE)
TOVAGLIERI Isabella 23/11/2023 Angelini Pharma

KYMPOUROPOULOS Stelios 16/11/2023 | Novo Nordisk A/S

GLAVAK Sunc¢ana 15/11/2023 European Society for Paediatric Gastroenterology, Hepatology and Nutrition
TOIA Patrizia 15/11/2023 | EURORDIS

PAPANDREOU Nikos 09/11/2023 The European Society for Pediatric Oncology

NOVAK Ljudmila 09/11/2023 sggl;Tsc;fsl?;e;T-%tLonal Research and Development Pharmaceutical Companies, EIG
KYMPOUROPOULOS Stelios 08/11/2023 | Eli Lilly and Company

DANTI Nicola 07/11/2023 | A. Menarini Industrie Farmaceutiche Riunite s.r.l.

DANTI Nicola 07/11/2023 Associazione delle Imprese del farmaco

MONTSERRAT Dolors 07/11/2023 Gilead Sciences

NOVAK Ljudmila 07/11/2023 gf;’ggggggggma' AG

VANDENKENDELAERE Tom 06/11/2023 Kom op tegen Kanker

KYMPOUROPOULOS Stelios 27/10/2023 | MEDICINES FOR EUROPE

KYMPOUROPOULOS Stelios 24/10/2023 Boehringer Ingelheim

KYMPOUROPOULOS Stelios 18/10/2023 Avicenna Alliance

KYMPOUROPOULOS Stelios 09/10/2023 Affordable Medicines Europe

VANDENKENDELAERE Tom 05/10/2023 Bristol-Myers Squibb Company

CARVALHO Maria da Graga 19/09/2023 Janssen Portugal

WINZIG Angelika 07/09/2023 PHARMIG - Verband der pharmazeutischen Industrie Osterreichs
VANDENKENDELAERE Tom 04/09/2023 Novartis International AG
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