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Monitoring sales of

EUROPEAN MEDICINES AGENCY

antimicrobials HMA

Heads of Medic

EMA/ESVAC/
Industry/

EMA/ESVAC

EMA/ESVAC

Collection and reporting of sales data from
across the EU in a uniform way

Develop/agree common units of measurement
of use with others (e.g. USA)

Share experiences on collection and
interpretation with others (e.g. USA)



- Understanding
smeseess pr@scribing habits HMA

Heads of Medic

EMA/HMA/ Developing together a questionnaire for

FVE vets across the EU to better understand
prescribing habits

EMA/HMA/ Analysing the questionnaire data and

FVE identify the area where greatest leverage

can be placed to modify prescribing habits



- Surveillance for
R res i St ance H MA

Heads of Medicines Agencies

HMA/ Developing more co-ordinated EU

Industry programmes for surveillance of target
animal pathogens, sharing findings,
considering their significance

EMA/HMA/ Encouraging reporting of suspected lack of
Industry/Vets efficacy of antimicrobials



Marketing Authorisations
- HMA

for antimicrobials

Heads of Medicines Agencies

CVMP/EMA/HMA Harmonisation of SPCs for certain antimicrobial
(+CMDv)/Industry  veterinary medicines + prioritisation

EMA/HMA/ Implementation of Commission Decisions e.g.
Industry Adding warnings relating to prudent use

CVMP/EMA/HMA/ Ensure revised EU legislation so that the

Industry development of new antimicrobials and
improved formulations of old but effective
antimicrobials are worthwhile

CVMP/EMA/HMA/ Identifying and encouraging the availability of

Industry/Vets the right authorised antimicrobials
CVMP/EMA/HMA/ Consider innovative solutions e.g. Monographs
Industry

Industry Consider pooling of available data
(IFAH/EGVVP)

Academia/CVMP/ Exploring the use of PK/PD modelling to
Industry optimise dose for antimicrobials



a Communication with
R Stakeholders HMA

Heads of Medic

EMA/EPRUMA/ Co-ordinated, consistent communication
HMA to a range of stakeholders

COPA- Co-ordinated, consistent communication
COGECA/EPRUMA  to farmers through a shared

/HMA/Industry communication strategy



O

Education HMA

mnEEE (prescribers/animal owners) o b4 R

HMA/EPRUMA/
Industry/Vets

COPA-
COGECA/EPRUMA
/Industry

Provide clear training materials
highlighting what responsible use is
and why it is important.

Helping with the delivery of training.

Provide information to farmers on
measures which can reduce the need
for antimicrobials (disease prevention)



Other HMA

Heads of Medicines Agencies

EMA/HMA

Academia/
Industry/ CVMP
(SAGAM)

ALL

Encourage and follow appropriate
developments in the area of antimicrobials for

human use

Review literature and perform risk analysis re
gene transfer

Ensure the revisions to the legislation
(veterinary medicines, medicated feed, Animal
Health) strike the correct balance



