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Introduction 
 

• Significant impact on public health and 
contribute to health inequalities. 
 

• The European Commission (EC) supports the 
HMA/EMA Task Force on shortages of medicines. 
 

• Several initiatives to improve the accessibility and 
availability of medicines throughout the EU 



Shortages of medicines 
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Causes of shortage 
 
• Manufacturing problems e.g. GMP 
• Insufficient stock available for the market 
• Economic reasons 
 



 
Shortages of medicines 
 

• May 2018, Commission expert group meeting on 
this topic after calls by the Council and the 
European Parliament. 
 
• Outcome: Paper on the Obligation of Continuous 

Supply to Tackle the Problem of Shortages of 
Medicines 



   
Paper on the Obligation of 
Continuous Supply to Tackle the 
Problem of Shortages of Medicines 
 

• The marketing authorisation holder should 
- ensure sufficient supply in adequate quantities to cover the demand from patients  
- be particularly vigilant for products for which the manufacturing process is dependent 

on a single facility, single batch release site, no alternatives…competent authorities 
may require the marketing authorisation holders to develop a shortage prevention 
plan.  

- Limits of their responsibilities: case by case basis (e.g. shortages caused by the 
export/supply by a distributor of medicinal products to another customer in a 
different Member State for which they are not aware, sudden increased demand) 

 
- Article 23 notification of interruption at least two months in advance. should 

include data on sales volumes, volumes of prescriptions 
 

- Rules for export restrictions; measures should be proportionate 
 

- No definition of shortages and practicalities for notification – to be discussed today 



 
Health Technology Assessment (HTA)   
 

• Powerful tool that provides policy-makers with 
evidence based information. 
 

• From 2016, the EC started working in 
strengthening EU cooperation on HTA. 
 

• In January 2018, a legislative proposal for 
sustainable EU cooperation on HTA was adopted 
by the EC.  
 
 



  Commission Expert Group on Safe 
and Timely Access to Medicines for 
Patients (STAMP) 
 

• Provides advice and expertise to the services 
of the EC related to the implementation of EU 
pharmaceutical legislation and policies 
related to this field.  
 

• June 2018, 9th STAMP meeting took place 
• Topics: repurposing of established medicines, study on 

incentives and EU activities relevant to timely patient 
access to innovate medicines etc. 

 



 
Study on Incentives 
 

• Incentives play an important part in attracting 
investment and delivering patient driven 
innovation. 
 

• In May 2018, the EC requested and funded a study 
on the economic impact of pharmaceutical 
incentives and rewards in Europe                       
(carried out by Copenhagen Economics) 

 
• Currently, the EC is conducting a study on 

paediatric and orphan medicine legislation. 
 
 

 
 
 
 
 

https://www.linkedin.com/company/copenhagen-economics


Brexit 

• The EC and EMA worked together on a Q&A 
document related to the U.K.'s withdrawal from 
the European Union with regard to the medicinal 
products for human and veterinary use.  



Conclusion 

• Strong support from the EC on the HMA/EMA 
Task Force 
 

• High level of commitment from ALL players 
including the stakeholders is needed to achieve 
better and equal availability of medicines. 



Thank you for your attention. 
 

 
 
https://ec.europa.eu/health/documents/phar

maceutical-committee/ev_20180525_en 
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