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For more information on how EMA works on veterinary medicines please visit our website.

Medicines for animals – 
safe and effective

The well-being of people and animals is 
closely interlinked. Medicines to treat 
and prevent diseases in animals promote 
their health and welfare. They also make 
it safer for people and animals to live in 
close proximity and protect the supply of 
food produced from animals.
Medicines for animals undergo the same 
rigorous scientific assessment as 
medicines for human use.
Companies that want to market a new 
veterinary medicine throughout the 
European Union (EU) submit an 
application for authorisation to the 
European Medicines Agency (EMA) which 
is then carefully evaluated by EMA’s 
scientific experts. An authorisation will 
only be recommended if the medicine’s 
benefits outweigh the risks for the 
animal, the owner and the environment.
Every medicine in the EU is continuously 
monitored. New information received is 
scrutinised and, if necessary, EMA will 
change the way the medicine is used.

Protecting consumer safety 

If a medicine is supposed to be used in a food-producing 
animal, it needs to be safe for people to eat the food that 
comes from this animal. The maximum residue limits (MRLs) 
recommended by EMA reflect how much residue of the 
veterinary medicine in food derived from a treated animal is 
safe for consumption. The MRL is established before the 
medicine for food-producing animals is authorised in the EU.   

Support for innovation

EMA encourages research and development of new veterinary 
medicines. The Agency provides scientific and regulatory advice 
to help developers successfully translate progress in veterinary 
science into new medicines for animals.

New technologies can lead to new types of medicines and 
therapies. EMA’s Ad Hoc Expert Group on Veterinary Novel 
Therapies (ADVENT) provides guidance on development and 
authorisation.
 

Fighting antimicrobial resistance

The rise in antimicrobial resistance 
shows the connection between animal 
and human health. The use of 
antimicrobials in animals can contribute 
to bacteria becoming resistant and these 
resistant bacteria may be transferred to 
people through food. 
The Agency supports global efforts to 
combat antimicrobial resistance through 
the collection of data on the use of 
antimicrobials in the veterinary sector in 
the EU. EMA also provides guidance on 
prudent use of antibiotics in animals to 
limit the development of resistant 
bacteria.    
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Medicines for all creatures, great and small 

Developers of veterinary medicines take care of a wide range 
of animal species and diseases. When the market for 
veterinary medicines is very small, EMA stimulates the 
development of new medicines through its minor use / minor 
species (MUMS) or limited markets policy.
Incentives can include a reduction of the amount of data 
requested to support a marketing authorisation application 
as well as free scientific advice and reduced application fees.

A place for excellence

In the European regulatory network, the EU’s best and brightest minds work together for 
safe and effective medicines. Innovative medicines require specialised scientific 
expertise. Thanks to cooperation across the EU, EMA has access to the best scientific 
experts and can source the right people with the right expertise at the right time.

Medicines for animals – 
safe and effective

The well-being of people and animals 
is closely interlinked. Medicines to 
treat and prevent diseases in animals 
make it safer for people and animals 
to live in close proximity to each 
other and they protect the supply of 
food produced from animals. 
Veterinary medicines undergo the 
same rigorous scientific assessment 
as medicines for humans. 

Companies who want to market a 
new veterinary medicine in the EU 
submit an application for 
authorisation to EMA. EMA’s scientific 
experts carefully evaluate each new 
medicine. They will only recommend 
its authorisation if they are convinced 
that the benefits outweigh the risks 
the medicine could pose for the 
consumers, the environment and the 
animal itself.

Every medicine on the market in the 
EU is continuously monitored. New 
information is scrutinised and, if 
necessary, EMA will change the way it 
is used or even take it off the market.

Protecting consumer safety 

If a medicine is used in a food-producing animal, it must first 
demonstrate that it is safe for people to eat the food that comes 
from this animal. This is why EMA establishes maximum residue 
limits or MRLs. An MRL is the maximum amount of residue in a 
food product from an animal that has been treated with a 
veterinary medicine. The MRL is established before that medicine 
is even considered for authorisation in the EU.   

Support for innovation in veterinary medicines

EMA encourages research and development of new veterinary 
medicines. Scientific advice and guidance from the Agency help 
developers to translate progress in veterinary science into new 
vand innovative medicines that make a difference to public and 
animal health.

New technologies open up new avenues for novel medicines. 
EMA set up the Ad Hoc Expert Group on Veterinary Novel 
Therapies (ADVENT) to provide guidance on the requirements 
for development and authorisation of these new types of 
medicines and therapies. 
 

Fighting Antibiotic 
Resistance

The fight against antibiotic 
resistance shows how 
interconnected animal welfare and 
human health are. The use of 
antibiotics in animals can contribute 
to bacteria becoming resistant and 
being transferred to people through 
the food chain or direct contact.

The Agency supports the fight 
against antibiotic resistance 
through the collection of robust 
data on the use antibiotics in the 
veterinary sector in the EU. EMA 
also gives advice to policy makers 
in the Member States on prudent 
use of antibiotics in animals, to limit 
the development of resistant 
bacteria for the benefit of animal 
and public health. 

Medicines for all creatures, great and small 

Developers of veterinary medicines are faced with a wide 
range of animal species and diseases that affect different 
species in different ways. Sometimes, the market for these 
medicines is so small that they would not be developed 
without incentives. EMA has developed a policy to stimulate 
the development of new medicines for 
minor-use-minor-species/limited-market. The two main 
incentives are reducing the requirement for data needed to 
support a marketing authorisation application and financial 
incentives, such as free scientific advice or reduced 
application fees.  

A place for excellence

EMA gets the EU’s best and brightest minds to work together for better medicines. The regulation 
of medicines requires ever more specialised scientific expertise to understand how innovative 
medicines work. Working within a network of regulators in the EU, we have access to the best 
scientific experts and can source the right people with the right expertise for the right job.
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