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Q3: The question on ‘new’ antibiotics 
“Advice what the possible impact could be on the treatment of 
resistant bacteria in humans of granting marketing 
authorisations for new classes of veterinary antibiotics, and 
whether there is a need to restrict or ban the use in animals 
of certain new classes of antimicrobials or antibiotic 
substances (especially those that are important in human 
medicine) that are currently not authorised.  

It is stressed that the advice could discuss a positive impact 
(for example, better management of resistance in animals) or 
a negative impact (for example, increased risk of development 
of resistance in humans).”  
The advice from AMEG was based on assessments by CVMP’s Antimicrobial Working Party 
(AWP) and CHMP’s Infectious Disease Working Party and endorsed by CVMP and CHMP in 
December 2014. 



Q3: Authorities & stakeholders 
Prepared by the Antimicrobial Advice ad hoc Expert Group (AMEG). 

Representatives and experts from: 

- The European Medicines Agency (EMA)  

- Committee for Medicinal Products for Veterinary Use (CVMP) 

- CVMP Antimicrobials Working Party (CVMP/AWP)  

- Committee for Medicinal Products for Human Use and Infectious Disease Working 
Party (CHMP/IDWP) 

- The European Food Safety Authority (EFSA)  

- The European Centre for Disease Prevention and Control (ECDC)  

- Joint Interagency Antimicrobial Consumption and Resistance Analysis Report 
(JIACRA). 

During the preparation WHO & OIE recommendations were taken into 
account. 

The advice was based on assessments by CVMP/AWP and CHMP/IDWP. 

Answers endorsed by CVMP and CHMP in December 2014. 



Answer: 

A specific risk assessment for each new substance 
or new class of antimicrobial is needed 

•  to assess the importance of the substance to 
human health 

• the risk of transfer of resistance of relevance for 
public health from treated animals to humans.  

Therefore, general conclusions cannot be drawn on 
not yet authorised veterinary products. 
Recommendations can only be made on the need 
for and when to assess the risk from the possible 
authorisation of these new substances. 



In favor for new classes:  

• co-selection by earlier authorised products is not 
implicated.  

• a risk assessment (RA) concluding that there is 
an acceptable level of risk  

• relating to resistance in bacteria (or resistance 
determinants) of relevance for public health in 
relation to the benefit for animal health and 
welfare. 

• this RA should be reinforced by e.g. an early 
hazard characterisation prior to the submission of a 
marketing authorisation application (MAA). 



Q3 - Off-label use 

Some substances not authorised in veterinary 
medicine are used off-label in animals; such use 
can be an indicator of the needs for new substances 
for animals. For Question 3, the focus has been on 
products only authorised in human medicine.  

• A list was collected from case reports and 
Stakeholders.  

Precise information on such use in animals is 
lacking 

• therefore the risk for public and animal health 
from use of those antimicrobials cannot be 
quantified.  



List A: only human AMs 

 

Substances not authorised for 
use in veterinary medicine! 



List B:  structural analogues with 
human AMs 

 

Substances without a 
marketing authorisation in 
veterinary medicine! 



Q3: main recommendations (I)  

• The risk assessment of new antimicrobial 
substances for use in food producing species should 
be reinforced.  

• Introducing early hazard characterisation, 
addressing the risk to public health from 
antimicrobial resistance (AMR), to be assessed 
prior to the submission of a MAA.  

• Until this assessment is completed, any new 
antimicrobial substance (including human-only 
authorised) would be prohibited from use in food-
producing species.  

 



Q3: main recommendations (II)  

• At the time of first approval for new Ams/new 
class of antimicrobials in veterinary medicine, 
marketing authorisation holders (MAHs) should 

• have plans in place to monitor susceptibility in 
zoonotic and indicator bacteria through approved 
programmes;  

• these data should be provided by the MAH to the 
regulatory authorities and  

• be comparable with human AMR surveillance data.  

  

 



Q3: main recommendations (III)  

• Based on the outcome of antimicrobial 
resistance surveillance and monitoring of 
usage, a new risk assessment could be required for 
all products of a specific antimicrobial class, 
encompassing both generic and reference products.  

• A declaration system should be put in place in 
order to assess the extent and evolution of off 
label use of human-only authorised antimicrobials.  

 



Q3: main recommendations (IV)  

• Flexible tools to allow banning or limitation of off 
label use in animals of certain 
antimicrobials/classes authorised only in human 
medicine following an unfavourable hazard 
characterization or benefit-risk assessment should 
be included in future legislation.  
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