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Introduction

Shortages of medicinal products can be economic (eg due to price competition or lack of 

reimbursement) or manufacturing or quality related (e.g non-compliance with good 

manufacturing practice (GMP) or due to defective medicines).

For the manufacturing or quality reasons for shortages, which fall within the remit of 

EMA, the Agency has a long history of activity in this area.

EMA has worked on how to best manage shortages due to manufacturing or quality

issues since 2012, resulting in the development of a comprehensive set of documents to 

support regulatory authorities in addressing shortage situations due to GMP non-

compliance/quality defects. 

EMA also manages individual incidents reported to it in order to prevent or minimise the 

impact of shortages (Case Management).
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EMA involvement in medicine shortages linked to GMP
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http://www.ema.europa.eu/docs/en_GB/document_library/

Supply_shortage/2016/05/WC500206823.pdf

“Shortage Catalogue”Regulators “Tool Box”

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/gene

ral_content_000588.jsp&mid=WC0b01ac05807477a5

EMA involvement in medicine shortages linked to GMP

http://www.ema.europa.eu/docs/en_GB/document_library/Supply_shortage/2016/05/WC500206823.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000588.jsp&mid=WC0b01ac05807477a5


Availability of Authorised Medicines

Availability of Authorised Medicines Task Force 

(TFAAM).

Co-chaired by Kristen Raudsepp (HMA Estonia) 

and Noel Wathion (EMA).

3 thematic areas.

• Theme 1 Marketing of authorized medicinal 

products – helping to make authorised medicines 

available through current regulatory framework.

• Theme 2 Supply Chain Disruption – focus on 

prevention of supply disruptions.

• Theme 3 Communication. Stakeholder Workshop: November 2018.

Unavailability / shortages of medicines has been recognised as a priority topic in the EU Medicine Agencies 

Network Strategy to 2020. 



What is/can be the role of EMA in vaccine shortages?
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EMA’s role
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Incident Management – Shortages 2014 - 2017
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2014 - 2017 CA Products with report of 
quality/shortage

Shortages occurred Shortages prevented

Shortages Prevented 
Stock reallocation and monitoring:  

• Increased monitoring
• Permission to relabel stock agreed

• MAH increased effort replacing the defective 
stock

• Advice to doctors issued.

Release allowed after risk revision:
• Supervisory Authority and Rapporteur review 
of health hazard report and investigation report

• Defect classified as “minor” for essential 
products



Conclusion

• The Agency continues to take a proactive approach to product supply disruption due 

to manufacturing or quality problems.

• A proactive approach by regulators and industry can prevent or minimise risk of 

shortage.
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Any questions?

European Medicines Agency

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555

Send a question via our website www.ema.europa.eu/contact

Further information

Follow us on @EMA_News


