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Throughout 2025, our technical discussions cent red on navigating 

the evolving regulatory landscape under Regulation (EU) 2019/6, 

driving harmonisation, improving transparency, and mitigating 

increasing administrative burdens for generic and added-value 

veterinary medicinal products. The year was marked by sustained 

engagement \Nith the European Commission, EMA, CMDv, and 

national authorities, \Nith Access VetMed acting as a coordinated 

industry voice for predictability, proportionality, and efficient 

implementation. 

Overall, across 2025, our technical work focused on increasing regulatory predictability, 

advocating for proportional requirements, supporting harmonised EU-wide processes, and 

mitigating cost and burden increases, all critica! for ensuring continued availability of 

veterinary generics and hybrids in the EU and UK/NI markets. 

Eisa Vecino. 

Technical Director, Access VetMed. 
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Throughout 2025, the activities of the Antimicrobial and 
Antimicrobial Resistance Working Group have been 
aligned with the One Health framework and with the 
common objective of addressing the development of 
antimicrobial resistance. 
Our priority has been to preserve the therapeutic value 
of the veterinary antimicrobial products, while ensuring 
their availability and responsible use. We believe that 
availability and responsible use must go hand in hand. 
We have also focused on the importance of the Summary 
of Product Characteristics (SPCs). We consider it 
essential that the information included in the SPC 
contributes to ensuring availability, while supporting 
effective and responsible use of antimicrobials. 
In 2025, a major priority has been the follow-up of the 
ADRA initiative - the European Medicines Agency 
programme on Veterinary Antimicrobial Dosage Review 
and Adjustment of Established Doses. We support the 
objective of reviewing and, where necessary. adjusting 
established doses to ensure continued efficacy and 
alignment with resistance prevention principies. The first 
review under the ADRA framework started in 2025, and 
our member companies are actively involved in 
contributing data and closely following the process to 
ensure a balanced and science-based outcome. 
Through this working group, we are committed to 
supporting practica! and science-based solutions that 
preserve antimicrobial effectiveness and ensure 
responsible access to veterinary medicines throughout 
Europe. 

During 2025, the ERA Working Group (ERA 
WG) contributed to European regulatory 
discussions by issuing comments on two Concept 
Papers from the Committee for Medicinal 
Products for Veterinary Use (CVMP). These 
papers addressed the environmental risk 
assessment of ectoparasiticidal products for cats 
and dogs, and the assessment of public health 
risks related to antimicrobial resistance in the 
environment resulting from the use of veterinary 
medicinal products. 

In both cases, the ERA WG supported the 
further development of these initiatives, 
recognizing their importance for the protection 
of public health and the environment. These 
topics are receiving increasing attention from 
regulators, the scientific community. and society 
at large, and the ERA WG agrees that they 
should be appropriately addressed within the 
veterinary regulatory framework. 

At the same time, the ERA WG emphasized the 
importance of a proportionate, science-based 
and One Health approach. The Group 
highlighted the need for regulatory requirements 
to be aligned with the actual level of risk. based 
on exposure considerations and available 
scientific evidence. This approach aims to ensure 
effective protection of public and environmental 
health while avoiding unnecessary regulatory 
burden and supporting the availability of 
veterinary medicinal products across Europe. 
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