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CHAHIM Mohammed
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rapporteur SANT
. Rapporteur for - ) .
ITRE 7/2025 | Bristol-M
SCHENK Oliver opinion - 30/07/2025 | Bristol-Myers Squibb Company
WALSMANN Marion Ra.pporteur for 24/07/2025 | Bundesverband der Arzneimittel-Hersteller e.V.
opinion
WALSMANN Marion Ra_pporteur for 23/07/2025 | Deutsche Sozialversicherung Arbeitsgemeinschaft Europa
opinion
WOLKEN Tiemo rsar;)api‘;t";ur 22/07/2025 | Deutsche Sozialversicherung Arbeitsgemeinschaft Europa
.. . Shadow - . . . .
SANT
WOLKEN Tiemo rapporteur - 22/07/2025 | Coalition for Epidemic Preparedness Innovations
- ) Shadow - . )
SANT
WOLKEN Tiemo mportour | SANT | | 22/07/2025 | Bristol Myers Squibbs
. ) Shadow -
WOLKEN T SANT 22/07/2025 | EUROAPI SA
© 1emo rapporteur -
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rapporteur
WOLKEN Tiemo Shadow 17/07/2025 | Johnson & Johnson
rapporteur
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SANT
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SANT
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SANT
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KULJA Andras Shadow m ,
Tivadar rapporteur for - 10/07/2025 | AbbVie
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SOKOL Tomislav Rapporteur 09/07/2025 | Permanent Representation of the Czech Republic to the European Union
SOKOL Tomislav Rapporteur 09/07/2025 | European Confederation of Pharmaceutical Entrepreneurs
Shadow
KULJA Andras . .
NVI
Tivadar rar.)p‘orteur for 09/07/2025 | European Chemical Industry Council
opinion
SOKOL Tomislav Rapporteur 08/07/2025 | Représentation permanente de la France auprés de I'Union européenne
WOLKEN Tiemo Shadow 08/07/2025 | EuropaBio
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. Rapporteur for - )
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Rapporteur for

WALSMANN Marion opinion 30/06/2025 | German Permanent Representation
. Rapporteur for - .
IMCO
WALSMANN Marion opinion - 30/06/2025 | European Commission
. Rapporteur for -
ITRE
SCHENK Oliver oion | TRE | | 30/06/2025 | EUCOPE
. Rapporteur for - .
PICARO Michel ENVI
CARO Michele opinion - 30/06/2025 | Federchimica
- ) Shadow - .
SANT -
WOLKEN Tiemo oot | SANT | | 26/06/2025 | AOK Baden-Wiirttemberg
SOKOL Tomislav Rapporteur 26/06/2025 | CEPI
SOKOL Tomislav Rapporteur 26/06/2025 | Novo Nordisk A/S
SOKOL Tomislav Rapporteur 26/06/2025 | European Patients' Forum (EPF)
Shadow
GLUCK Andreas rapporteur for 26/06/2025 | Teva Pharmaceuticals Europe BV
opinion
. Rapporteur for - -
ENVI
PICARO Michele omion - ENVI | | 26/06/2025 | Menarini
JARUBAS Adam Committee chair 25/06/2025 | European Federation of Pharmaceutical Industries and Associations
SOKOL Tomislav Rapporteur 25/06/2025 | Flint Europe
SOKOL Tomislav Rapporteur 25/06/2025 | Johnson & Johnson
A. Menarini Industrie Farmaceutiche Riunite s.r.1.
AstraZeneca PLC
CSL Behring
Coalition for Epidemic Preparedness Innovations
European Federation of Pharmaceutical Industries and Associations
European Healthcare Distribution Association
Shadow European Patients' Forum (EPF)
CHAHIM Mohammed | rapporteur for 25/06/2025 | European Policy Centre
opinion Johnson & Johnson
MEDICINES FOR EUROPE
Merck Sharp & Dohme Europe Belgium SRL
Pharmaceutical Group of the European Union
Teva Pharmaceuticals Europe BV
Vereniging Innovatieve Geneesmiddelen
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) Rapporteur for - .
ITRE
SCHENK Oliver oion | TR | | 25/06/2025 | CSL Seqirus
JARUBAS Adam Committee chair 24/06/2025 | Polski zwigzek pracodawcéw przemystu farmaceutycznego
.. Shadow
WOLKEN Ti [ sant | i
O iemo rapporteur - 24/06/2025 | Merck Sharp & Dohme Europe Belgium SRL
.. . Shadow - ) )
SANT
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SCHALDEMOSE Shadow IMCO .
Christel rapporteur for - 23/06/2025 | The Danish Chamber of Commerce
opinion
Shadow
KULJA Andras . . . .
Tivadar rappprteur for ENVI 23/06/2025 | Coalition for Epidemic Preparedness Innovations
opinion
SOKOL Tomislav Rapporteur SANT 17/06/2025 | Merck
. Rapporteur for - .
ITRE
SCHENK Oliver omion | ITRE | | 17/06/2025 | Vaccines Europe
) Shadow - . . s
SANT
METZ Tilly B | SANT | | 13/06/2025 | Association Interationale de la Mutualité
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METZ Till SANT
illy oot | sANT | | 13/06/2025 | MEDICINES FOR EUROPE
. Shadow - L
SANT
METZ Tilly mporiour | SANT | | 13/06/2025 | Affordable Medicines Europe
) Shadow - . .
SANT
METZ Tilly rapporteur - 13/06/2025 | Bureau Européen des Unions de Consommateurs
Shadow
METZ Till SANT iati i i
illy rapporteur - 13/06/2025 | The European Association of Hospital Pharmacists
| apporte [omr | |
SANT
METZ Tilly oot | SANT | | 13/06/2025 | European Social Insurance Platform AISBL
| pport [ ] | cal Induste t
SANT
METZ Tilly rapporteur - 13/06/2025 | European Federation of Pharmaceutical Industries and Associations
. Shadow - . .
SANT
METZ Tilly rapporteur - 13/06/2025 | European Confederation of Pharmaceutical Entrepreneurs
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SANT
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METZ Till SANT
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METZ Tilly rapporteur - 13/06/2025 | Pharmaceutical Group of the European Union
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.. Shadow
WOLKEN Ti SANT .
O iemo rapporteur - 11/06/2025 | Pharma Deutschland e.V
SOKOL Tomislav Rapporteur SANT 11/06/2025 | AbbVie
Shadow
KULJA Andras
Tivadar rappprteur for ENVI 11/06/2025 | Johnson & Johnson
opinion
. Rapporteur for - )
ITRE
SCHENK Oliver oion - 11/06/2025 | Arevipharma
SOKOL Tomislav Rapporteur SANT 10/06/2025 | European Association of Hospital Pharmacists (EAHP)
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SANT
KNOTEK Ondrej . | sANT | | 05/06/2025 | Johnson & Johnson
. Rapporteur for -
ITRE
SCHENK Oliver oron | TRE | | 04/06/2025 | Johnson & Johnson
SOKOL Tomislav Rapporteur SANT 04/06/2025 | Pfizer Inc.
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KULJA Andras rapporteur for 28/05/2025 | Alber & Geiger
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Critical Medicines Act

2025/0102(COD) - 11/03/2025 - Legislative proposal

PURPOSE: to establish a framework to strengthen the availability and security of supply of critical medicinal products within the Union and to improve
the availability and accessibility of medicinal products of common interest through coordinated and targeted action of Member States.

PROPOSED ACT: Regulation of the European Parliament and of the Council.

ROLE OF THE EUROPEAN PARLIAMENT: the European Parliament decides in accordance with the ordinary legislative procedure and on an equal
footing with the Council.

BACKGROUND: the EU has a strong and competitive pharmaceutical sector, which is a global leader in the production of medicines and a major
contributor to the EU economy and directly employs around 800 000 people. However, in recent years, the Union has experienced an increasing
number of shortages of medicinal products, including shortages of medicinal products for which insufficient supply results in serious harm or risk of
serious harm to patients. Shortages of medicinal products can have very different and complex root causes, with challenges identified along the entire
pharmaceutical value chain. In particular, shortages of medicinal products can result from supply chain disruptions and vulnerabilities affecting the
supply of key ingredients and components. These include existing dependencies on a limited number of suppliers globally and lack of Union capacities
to produce certain medicinal products, their active substances or key raw pharmaceutical materials. Through diversification of supply sources and
investment in local production, the Union can reduce its risk of exposure to shortages of medicinal products.

CONTENT: the Commission proposal consists of a proposal for a new regulation. It seeks to strengthen the security of supply and the availability of
critical medicinal products within the Union, thereby ensuring a high level of public health protection and supporting the security of the Union. The
objective of this Regulation is also to improve the availability and accessibility of other medicinal products, where the functioning of the market does not
otherwise sufficiently ensure the availability and accessibility of those medicinal products to patients, whilst giving due consideration to the
appropriateness to ensure the affordability of medicinal products.

To achieve the objectives, the proposed Regulation sets out a framework to:
- facilitate investments in manufacturing capacity for critical medicinal products, their active substances and other key inputs in the Union;

- lower the risk of supply disruptions and strengthen availability by incentivising supply chain diversification and resilience in the public procurement
procedures of critical medicinal products and other medicinal products of common interest;

- leverage the aggregated demand of participating Member States through collaborative procurement procedures, and;
- support the diversification of supply chains also by facilitating the conclusion of strategic partnerships.

Key elements of the Critical Medicines Act include:

Strategic Projects

Strategic Projects will create, increase or modernise EU manufacturing capacity for critical medicines or their ingredients. These industrial projects may
benefit from easier access to funding and fast-tracked administrative, regulatory and scientific support.

Financial incentives

It should be possible for Member States to prioritise financial support for strategic projects that address a supply chain vulnerability and requires due
consideration to the outcome of vulnerability evaluations and the strategic orientations of the Critical Medicines Group. Strategic projects may be
supported by EU funding under the current MFF, if strategic projects fulfil the conditions and requirements of the calls under the available programmes.

Procurement requirements

The proposal imposes the use of procurement requirements other than price in the context of public procurement procedures by contracting authorities
in the Member States, unless justified by market analysis and considerations related to the financing of health services. The proposal also requires, in


https://www.europarl.europa.eu/meps/en/257039
https://www.europarl.europa.eu/meps/en/256857
https://www.europarl.europa.eu/meps/en/197417
https://www.europarl.europa.eu/meps/en/256857
https://www.europarl.europa.eu/meps/en/256985
https://www.europarl.europa.eu/meps/en/197404
https://www.europarl.europa.eu/meps/en/197718
https://www.europarl.europa.eu/meps/en/197818

specific cases, when justified by a vulnerability analysis, that the contracting authorities apply procurement requirements that favour suppliers that
manufacture a significant portion of these critical medicines in the EU. The compliance with Union’s international commitments should be ensured.

Furthermore, Member States will be required to develop national programmes to ensure security of supply of critical medicines via procurement, and,
possibly, pricing and reimbursement practices. When imposing contingency stocks on supply chain actors, Member States will ensure these
requirements are proportionate and respect the principles of transparency and solidarity.

Collaborative procurements

It is proposed that the Commission should support collaborative procurement among different Member States at the request of Member States, to
address availability and access disparities of critical medicines and other medicines of common interest throughout the EU.

Critical Medicines Coordination Group

A Critical Medicines Coordination Group is established, which is composed of the Commission and Member States’ representatives. Its main task
being to facilitate the application of the Regulation including by facilitating: (i) discussion on strategic orientation for financial support of Strategic
Projects; (ii) exchanges and, where appropriate, cooperation on national procurement policies; (iii) discussion on a need for collaborative procurement
initiatives; (iv) advice on the order of priority for the vulnerability evaluation of critical medicines.

International cooperation

The proposal requires the Commission to investigate the possibility of establishing strategic partnerships with a view to broadening the supply chain
and reducing dependencies on single or limited numbers of suppliers.
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