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EU Medicines Agencies Network Strategy to 2020: Theme 2: 
Contributing to animal health and human health in relation to 
veterinary medicines 

The network will increase the availability 
of all types of veterinary medicine, giving 
particular attention to products indicated 
for minor use in major species and for 
minor species (MUMS), as well as smaller 
national markets, and for technologies 
that are new to the veterinary 
domain. 
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Steps in development of ADVENT Q&A documents 
 
Five problem statements published for consultation in 2016 

• One related to monoclonal antibodies in veterinary use 

• Four  related stem cells 

– Stem cell sterility 

– Extraneous agents 

– Tumorigenicity 

– Target animal safety 

• Target to gain stakeholder views on issues and questions relevant to novel therapy developers 

– ”To be able to answer to right questions” 
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Steps in development of ADVENT Q&A documents 

Total number of comments received 19 

• Mostly detailed, but also some general comments regarding the use of novel therapies 
as VMPs were made 

• Comments received mostly from industry, few from NCAs and clinicians 

• Monoclonal antibodies in veterinary use 6 

• Stem cells 13 

 Stem cell sterility  8 

 Extraneous agents  2 

 Tumorigenicity  2 

 Target animal safety  1 
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Four ADVENT topic  groups were established to prepare Q&A 
documents 
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Lessons learned 
 
 Guidance in the area of novel therapies is needed. 

A timely and effective communication on publication of problem statements and 
possibility to provide comments is essential 

Relevant and useful comments received to enlighten stakeholder views and issues that 
need to be addressed 

Not all stakeholders are willing to provide comments in case they have specific 
knowledge or plans in specific areas 
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Thank you for your attention 

 
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 
 

Follow us on      @EMA_News 
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