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Key EU/EMA actions on medicine shortages

EU-level monitoring of shortages –
Medicine Shortages Single Point of Contact (SPOC) Working Party 

Centralised data collection and analysis –
European Shortages Monitoring Platform (ESMP)  

Coordinated EU response to critical shortages –
Medicines Shortages Steering Group (MSSG)

Priority oversight of essential medicines – 
Union list of Critical Medicines



Union List: criteria for inclusion and key steps

Criteria for inclusion 

•      Member state 
       assessment & categorisation 

•     Stakeholder consultation

List finalisation -
        annual review



Perceived challenges and points for reflection

Limited understanding
 This partial visibility limits HCPs’ understanding and may generate 

uncertainty around the rationale for prioritising certain molecules over 
others, considered as critical from a clinical viewpoint.

Information gaps 
HCP involvement occurs at a relatively advanced stage of the process and 

with limited visibility into the underlying assessments conducted by Member 
States for selected criteria (therapeutic relevance, availability of alternatives).

Impact on feedback
Combined with the absence of a feedback loop, this may influence the depth 

and breadth of input that HCP organisations are able to provide.



Risk categorisation



Risk categorisation - example



Potential improvements – for discussion

Enhancing transparency to enhance feedback quality
Provide HCPs with additional information/rationale on the assessments 

(therapeutic importance, availability of alternatives) that led to the inclusion of 
medicines in the draft Union List, for more informed and comprehensive feedback.

Leveraging Clinical Practice Guidelines  (CPG)
Leverage CPGs to ensure the highest standards of care are considered in the 

assessment of criticality and that state of the art is used as a benchmark in the 
evaluation of therapeutic pathways and of possible alternatives.

Introducing a structured feedback loop
Consider establishing a structured feedback loop following adoption, while keeping 
HCPs informed on supply-monitoring and other relevant developments on critical 

and at-risk medicines, to anticipate potential implications for patient care. 
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