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(B4 742 : Enno Burk et al., European Commission Publishes Critical Medicines
Act Proposal, GLEISS LUTZ (Mar. 19, 2025), https://www.gleisslutz.com/en/news-
events/know-how/european-commission-publishes-critical-medicines-act-proposal;
Gerardo Fortuna & Marta Iraola Iribarren, 5 Takeaways on the Critical Medicines Act,
EURO NEWS (Mar. 15, 2025), https://www.euronews.com/health/2025/03/15/5-
takeaways-on-the-critical-medicines-act. )
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' Yin Zou, The Pandemic Exposed Fragile Supply Chains: Here Are 3 Ways to Strengthen Them and
Build on Global Trade, WEF (Jan. 2, 2024), https://www.weforum.org/stories/2024/01/supply-chains-
global-trade/.
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BrR B RTEE T 5 R R4S F 5L R F] o Adegboyega Oyedijo & Hannah Stolze, How to
Tackle Unethical Behaviour Caused by Supply Chain Disruption, WEF (Jan. 20, 2025),
https://www.weforum.org/stories/2025/01/supply-chain-disruption-unethical-behaviour/.
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4 Proposal for a Regulation of the European Parliament and of the Council Laying a Framework for
Strengthening the Availability and Security of Supply of Critical Medicinal Products as Well as the
Availability of, and Accessibility of, Medicinal Products of Common Interest, and Amending
Regulation (EU) 2024/795, COM (2025) 102 final (Mar. 11, 2025). [hereinafter Critical Medicines Act
Proposal]
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Programme 2021-2027, EUR. COMM’N (Mar. 26, 2021),
https://ec.europa.eu/commission/presscorner/detail/en/qanda_21 1345.
13" Critical Medicines Act Proposal, supra note 4, at 2.
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15 Id. at 2.

16 1d.

17" Communication from the Commission to the European Parliament, The Council, The European
Economic and Social Committee and the Committee of the Regions: Pharmaceutical Strategy for
Europe, COM (2020) 761 final (Nov. 25, 2020).

18 Critical Medicines Act Proposal, supra note 4, at 2, 3.

19 EUR. COMM’N, STAFF WORKING DOCUMENT ON VULNERABILITIES OF THE GLOBAL SUPPLY CHAINS
OF MEDICINES - STRUCTURED DIALOGUE ON THE SECURITY OF MEDICINES SUPPLY 1-22 (2025),
https://health.ec.europa.eu/document/download/77accd2f-7f0c-4069-b295-
968375edb1d5_en?filename=mp_vulnerabilities_global-supply swd _en.pdf.

20 Communication from the Commission to the European Parliament, The Council, The European
Economic and Social Committee and the Committee of the Regions: Addressing Medicine Shortages in
the EU, COM (2023) 672 final (Oct. 24, 2023).

21 Critical Medicines Act Proposal, supra note 4, at 3.
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EUR. MEDICINES AGENCY, https://www.ema.europa.eu/en/about-us (last visited June 10, 2025).
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S H-g )~ TR M4EE 555 | o First Version of the Union List of Critical Medicines
Agreed to Help Avoid Potential Shortages in the EU, EUR. MEDICINES AGENCY (Dec. 12, 2023),
https://www.ema.europa.eu/en/news/first-version-union-list-critical-medicines-agreed-help-avoid-
potential-shortages-eu.
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25 Union List of Critical Medicines, EUR. MEDICINES AGENCY (Dec. 16, 2024),
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-
availability-issues/availability-medicines-during-crises/union-list-critical-medicines.

26 Enno Burk et al., European Commission Publishes Critical Medicines Act Proposal, GLEISS LUTZ
(Mar. 19, 2025), https://www.gleisslutz.com/en/news-events/know-how/european-commission-
publishes-critical-medicines-act-proposal.

27 Critical Medicines Act Proposal, supra note 4, art. 6.
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31 1d. art. 20.
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w

3
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35
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36 Id. art. 23.1.
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40 Christoph Schwaiger, “Change Course on EU Medicines Act Revisions” Dutch Pharma Association
Urges Government, EURACTIV (May 6, 2025), https://www.euractiv.com/section/health-
consumers/news/change-course-on-eu-medicines-act-revisions-dutch-pharma-association-urges-
government/.

41 Consolidated Version of the Treaty on the Functioning of the European Union, art. 114, 2012 O.J.
(C 326) 47, 94.

4 Critical Medicines Act Proposal, supra note 4, at 8.
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46 General Agreement on Tariffs and Trade 1994, art. 20, Apr. 15, 1994, Marrakesh Agreement
Establishing the World Trade Organization, Annex 1A, 1867 U.N.T.S. 190.
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