
An agency of the European Union

Session 5: Communication and transparency

HMA/EMA Multi-stakeholder workshop on shortages, 1st and 2nd March 2023

Presented by Inga Abed and Juan Garcia Burgos
Stakeholders and Communication Division - European Medicines Agency

TFAAM workplan



Classified as confidential by the European Medicines Agency 

Introduction

• What has been done so far?

• Good practice guidance on communication for 
EU/EEA authorities

• Improving communication and transparency at EU 
level: EMA shortage catalogue

• Actions in work programme until 2025
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Setting the scene

Communication key aspect of 

work of taskforce: 

• improving access to information 
on shortages 

• enhancing interaction and 
communication with 
stakeholders

New opportunities with EMA’s 
extended mandate which 
brought new tools to deal with 
shortages, revision of 
pharmaceutical legislation

New challenges with increase 

in shortages since COVID-19

Compared to 2016, environment has changed:
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Shortages are on everyone’s 
mind – communication and 
transparency are more important 
than ever.  

Timely information essential to:

• avoid treatment interruption

• ensure switch to alternative in 
time

• give necessary training

Information should be 
appropriately framed to avoid 
undue alarm

Open and transparent
communication between 
regulators, healthcare 
professionals and patients to: 

• improve preparedness 

• lessen impact of shortages 

• help to maintain and improve 
trust in the regulatory system. 
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What has happened since 2016?

• Collaboration and exchange of practices led to guidance 
defining good practice for communication and 
transparency

• The guidance laid foundation for increased transparency 
across EU/EEA

• We have come a long way since over the last 7 years but 
more work needs to be done  
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Good practice guidance on public communication

More interaction with 
stakeholders

Increase 
visibility and 

accessibility of 
information on 
availability on 

medicines 

Align criteria for 
publication across 

EU network

Allow timely 
access to up-to-
date information

Multi-disciplinary 
approach within 
regulatory body
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Timing of 
publication
• Important to allow for 

planning and continuity of 
care

Target audience

• Primarily HCPs, veterinarians, 
patients and animal owners 
(general public)

• Public friendly language

Dissemination

• Organisations’ channels 
• Professional/medical journals 
• Media (incl. social media)
• Newsletters 
• Electronic prescribing systems 

Involvement of
stakeholders

• Early involvement is key

Tools
• Systematic listing for 

shortages
• For high profile issues 

consider tools with more 
visibility (i.e press releases)

• Similar information for 
withdrawals and suspensions 
but in separate listing

Guidance based on 
existing practice

Good practice guidance on public communication
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EMA shortages catalogue
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Set up in 2016

Linked to catalogues in the 
EU/EEA

EU/EEA coverage of 
catalogues gradually 
increased over the years
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Actions in work programme until 2025 

Provide analysis of communication practices by national competent 
authorities on shortages 

Surveys in 2018 and 2020 

Analysis shows increase in 
transparency across EU/EEA

Catalogues for human
medicines: 
74% (2018) and 81% (2020)

For veterinary medicines:
27% (2018) and 40% (2020)

Human medicines:

Around 50% of regulatory agencies 
have implemented or plan changes.

For veterinary medicines:

Around 41% of regulatory agencies 
have implemented or plan changes.

Further changes possible to 
provide more information (e.g. 
on alternatives and causes)
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Results of 2022 survey with eligible patients and 
healthcare professionals
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Do you feel that information on shortages provided from 
regulatory authorities has improved in the last 2-3 years?

41%
59%

36%

64%

0%

50%

100%

Yes No

Are you aware of EMA’s catalogue of 
shortages or national shortage catalogues

28%

72%

38%

63%

0%

50%

100%

Yes No

healthcare
professionals

patients

How useful do you find EMA’s catalogue of 
shortages and your national shortage 

catalogue?

0%

50%

100%

1 - not
very

useful

2 to 4 5 6 to 8 9 10 - very
useful

healthcare professionals

pat ients

35%
of patients and healthcare 
professionals felt that information 
was missing (alternatives and cause 
of shortages)
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Actions based on work programme until 2025 
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Promote and monitor implementation of guidance

Enhance communication of supply problems

Intensify stakeholder interaction

Collaborate with Joint Action on shortages
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Enhance transparency and communication at EU level

Need to communicate better on 
the work done at EU level to 
prevent and manage shortages

Transparency: earlier publication of 

minutes and highlights at EMA level

Communication: more information on 

key shortages (extend scope of EU 

shortages catalogue)

Need for honest, open 
communication to foster trust

Need to frame information 
appropriately to avoid stockpiling  
(stockpiling not an argument for 
limiting transparency)
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Good practice guidance for patient and healthcare professional 
organisations on the prevention of shortages
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How to avoid worsening of shortages

Where to find info on specific shortages

How organisations and individuals can 
‘report’ information on shortages

Many important aspects of communication are 
addressed in guidance.

Importance of campaigns to raise awareness
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Conclusion

Information on shortages has become more accessible 
across the EU/EEA over the years (e.g. catalogues of 
shortages are routinely published). 

However, more needs to be done.

Enhance information on EMA’s catalogue and overall 
transparency (e.g. minutes, highlights). 

Continue promoting and monitoring good practice and 
assessing information needs of patients and 
healthcare professionals.
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Any questions?
See websites for contact details 

Heads of Medicines Agencies www.hma.eu 
European Medicines Agency www.ema.europa.eu  
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