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Union List of Critical Medicines

• Key aim: To identify most critical medicines at Union level that are 
needed to ensure functioning of health care systems

◦ Supply chains of critical medicines will be assessed for vulnerabilities with the aim 
to reduce the risk of shortages

• Process used to develop the list:

◦ Medicines reviewed by all member states to determine criticality based on agreed 
methodology (Methodology to identify critical medicines for the “Union List of 
critical medicines“)

– 2 criteria: criticality of therapeutic indication; availability of alternatives

◦ Stakeholders requested to comment on criticality and suggest further medicines 
for review

◦ Final review completed by member states before list finalised

• Annual reviews foreseen

◦ Targeted review to capture medicines where criticality or availability may have 
changed (e.g. due to new market developments, critical shortages, changes in 
indication etc)3

https://www.ema.europa.eu/en/documents/other/methodology-identify-critical-medicines-union-list-critical-medicines_en.pdf
https://www.ema.europa.eu/en/documents/other/methodology-identify-critical-medicines-union-list-critical-medicines_en.pdf


Union list annual review: scope

• To ensure the Union list remains relevant and aligned with the evolving needs of 
the EU/EEA healthcare systems, it is subject to review on an annual basis. 

• The review will consider new scientific evidence, changes in public health 
priorities, emerging supply chain challenges, and updates to EU regulatory 
frameworks

• Through this collaborative and continuous process, the Union list will remain a 
dynamic tool for supporting the security of medicinal product supply across 
EU/EEA. 
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Medicines are expected to be added or removed whenever necessary



Summary of annual review 2025

• First annual review

• Member states were asked to suggest active substances to be reviewed

• 61 Active Substance Groups were assessed by member states
◦ Outcome of this assessment reviewed by stakeholders and feedback shared with member 

states

• 9 Active Substance Groups added to the final Union list of critical medicines
◦ Published December 2025 (revised January 2026 with no changes to substances included but 

editorial changes made to improve interoperability with other systems)

– Union list of critical medicines | European Medicines Agency (EMA)

• Valuable feedback received from stakeholders during this first annual review helped 
inform the approach to all future annual reviews
◦ Expanded process implemented from 2026 onwards

◦ Methodology for annual reviews published on EMA website January 2026

– Methodology for the annual review of the Union list of critical medicines
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines
https://www.ema.europa.eu/system/files/documents/other/methodology-annual-review-union-list-critical-medicines_en.pdf
https://www.ema.europa.eu/system/files/documents/other/methodology-annual-review-union-list-critical-medicines_en.pdf


Annual review 2026

• Launched 19 January 2026

◦ Publication of annual review methodology on EMA website

◦ Direct email to stakeholders and member states in parallel, including the 
methodology document and templates to be used

• Process to be followed:

◦ Member states and stakeholders to use templates to suggest medicines for 
inclusion or removal from the Union list, taking into account guidance included in 
the published methodology

– Deadline 27 March 2026

◦ EMA to consolidate all submissions and prepare for member state classification

◦ Member states to classify all active substance groups based on Methodology to 
identify critical medicines for the “Union List of critical medicines"

◦ Stakeholder consultation on outcome of member state classification

◦ Final review completed by member states before list finalised and published on 
EMA website (expected December 2026)
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https://www.ema.europa.eu/en/documents/other/methodology-identify-critical-medicines-union-list-critical-medicines_en.pdf
https://www.ema.europa.eu/en/documents/other/methodology-identify-critical-medicines-union-list-critical-medicines_en.pdf


Union list annual review: workflow
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EMA launches the 
annual review 
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MS and stakeholder 
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request for review
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submitted requests 
and create list of 

medicines for 
classification

MS to perform a 
categorisation 

exercise based on 
the methodology

EMA to consult 
stakeholder groups 
on the outcome of 

MS exercise

EMA to discuss with 
MS any remaining 

comment from 
stakeholder groups

MSSG 
endorsement

EMA to inform the 
requesters about the 

substance review

EMA to publish the 
updated version on 
EMA website by 

end of year



Criteria to trigger a request for review

1. The INN has been the subject of recurrent, historical critical shortages, already 
highlighted due to the lack of available alternatives. 

2. The INN has stopped being the subject of recurrent, historical critical shortages, due to 
the number/abundance of available alternatives.

3. A change in the market dynamic: 

• Increasing the criticality of a medicine at EU level, i.e. new market 
development based on evidence.

• Decreasing the criticality of a medicine at EU level.

4. A change in the indication of an authorised medicine that increases or decreases the 
criticality of the medicine to individual patients or to public health (linked to assessment 
criterion 1 of the criticality assessment “Therapeutic indication/importance”). 

8 Union list of critical medicines: launch of 2026 annual review



Union list annual review: timeline

Actions Q1 Q2 Q3 Q4

EMA launches annual review procedure and distributes 
templates.

Member States/Stakeholders submit requests for review.

EMA reviews/validates submitted requests; prepares list 
of active substance groups for criticality assessment.

Member States perform criticality assessment.
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EMA analyses data and consults stakeholders on outcome 
of member states’ criticality assessment. 

EMA prepares annual update in collaboration with MSSG, 
MSSG Working Group and Focal Group. 

MSSG endorses the review outcome. 

EMA published updated version on EMA website. 

EMA notifies requesters about the substance review 
outcome.

Q1 following year

EMA          Member States          Stakeholder groups          MSSG (including Working/Focal Groups)



Next steps

• EMA to review all requests for review received and create complete list of 
medicines to be considered for addition or removal for member states 
classification

◦ Member states expected to complete classification exercise during May and June 

• Stakeholders will be consulted again in Q3 2026 regarding the outcome of the 
member state classifications

• Final updated list expected to be published Q4 2026, and next annual review 
procedure expected to start in Q1 2027

• Note: final adoption of the Union list of critical medicines will be the 
responsibility of EC following implementation of the new pharmaceutical 
legislation so there may be minor changes to the final adoption and 
publication process in the future.

◦ No changes are anticipated in the stakeholder input and review steps
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Thank you

Follow us

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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