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On the basis of a European Commission's request to the European Medicines Agency (EMA), 

the Antimicrobial Advice Ad Hoc Expert Group (AMEG) prepared a scientific advice on the 

impact of the use of antibiotics in animals on public health and animal health and measures to 

manage the possible risk to humans. The advice was published in two sets by the EMA in July 

2013 and December 2014
1
.  

 

DG SANTE organised a workshop on 26 November 2015 to discuss this advice with Member 

State and stakeholder representatives in order to determine whether there is a need for a 

follow-up and if so, the type of activities that could be elaborated. 

 

The workshop was attended by more than 70 participants from the Commission and EU 

Agencies, Member State authorities, private sector (including EU-level associations) and non-

governmental organisations. Discussions led to the following wrap-up of the participants' 

main views on future steps: 

 

a) Session 1: Advice on old (classes of) antibiotics being used to treat infections with 

multi-resistant bacteria in humans (in particular colistin and tigecycline) 

 

 In the light of the recently released information from China where scientists 

have found a gene (mcr-1) that enables horizontal transfer of polymyxin 

resistance between bacteria, it was concluded that more data - both from the 

human and the veterinary side - need to be gathered on this issue as soon as 

possible in order to assess the possible impact on the recommendations for 

veterinary use of colistin in the EU. Work on this has already started: EMA is 

gathering relevant information for review by its Committee for Medicinal 

Products for Veterinary Use/Antimicrobials Working Party, which may result 

in the need for a revision of the AMEG's previous advice on colistin. 

 

 It was concluded that more focus should be put on proactive screening for 

new transfer mechanisms/vectors of resistance to the last resort antimicrobials 

for human medicine. 
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b) Session 2: Advice on ranking of classes/groups of antibiotics according to their 

importance for use in human medicine, considering in particular whether these are 

essential to treat infections with multi-resistant bacteria in humans 

 

 The categorisation of classes/groups of antibiotics according to their risk 

levels for public health is considered as a useful tool when making 

prescription/use decisions or developing treatment guidelines. Given that it 

forms only one of the elements for deciding on (certain) antibiotic use and is 

subject to ongoing revisions, this categorisation should be kept under the 

remit of prudent use principles (and not detailed in legislation). 

 

 It was confirmed that the categorisation represents only one aspect of a full 

risk assessment and should not be used as sole basis when deciding on 

(certain) antibiotic use, risk mitigation measures or when creating treatment 

guidelines. 

 

 Greater focus should be placed on the development of rapid point-of-care 

diagnostic tests (to determine the need for using antimicrobials). 

 

 

c) Session 3: Advice on the possible impact of authorising new classes of veterinary 

antibiotics on treatment of infections with resistant bacteria in humans, and about the 

need to restrict/ban the use in animals of certain classes of new/not authorised 

antibiotics 

 

 An early hazard characterisation assessment (addressing the risk of AMR to 

public health) prior to the submission of a marketing authorisation application 

was seen as an incentive to the development of new antimicrobials and is 

largely supported. This early characterisation should preferably form part of 

legal requirements in the process of authorising new antimicrobials. 

 

 In order to assess the extent and evolution of off-label use of antimicrobials 

and to provide for quantification of the risk of AMR due to such use, it was 

concluded that: 

 

 reporting of off-label use should be encouraged and the most efficient 

modalities for that should be explored (preferably at national level); 

such reporting should not hinder the fieldwork of veterinarians; 

 

 reporting of off-label use to identify therapeutic gaps should focus on 

benefits of generating useful information and should not lead to 

negative repercussions for those who report it. 

 

 Discussions between industry and regulators on new business models for 

development of new antimicrobials should remain open. Extended data 

protection is only one part of the solution. 
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d) Session 4: Advice on the risk mitigation options (alternatives) related to the use of 

certain classes of antibiotics that are critically important in human medicine and 

authorised as veterinary medicinal products 

 

 It was confirmed/generally supported that the need for further risk 

management (mitigation) measures should always be based on a full 

dedicated risk assessment. 

 

 Adherence to prudent use principles should lead to overall decrease in the use 

of antimicrobials, including critically important antimicrobials (CIAs) for 

human medicine. Outright bans on the use of CIAs in veterinary medicine 

should remain a last resort measure. 

 

 

In addition to the above main views, the participants reiterated in several sessions the 

following general positions: 

 

 There was a strong support for the "One Health" approach to fighting AMR. 

 

 The overall reduction of the use of antimicrobials is a high priority. 

 

 The understanding of differences between (routine and justified) prophylaxis 

and metaphylaxis should be improved. Routine prophylaxis should not be 

allowed. 

 

 There was a general support for the ongoing revisions of the SPCs (summary 

of product characteristics) for antimicrobial products in line with prudent use 

principles. 
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