
Article 106(1) of Regulation (EU) 2019/6
From legal interpretation 
to practical implementation



Problem statement

❖ Considerable number of current SPCs have 

not been revised

❖ SPCs of similar products greatly differ per 

country

❖ It will take time before SPCs for all products 

are finally harmonized

Legal gap!
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Arguments in support of the need for

special attention on legal interpretation of Article 106(1) 

Lack of flexibility

• could negatively affect the treatment of animals

• goes against the responsible use of medicines

• goes against One Health principles

• disregards the professional ability of veterinarians to make a scientific 

assessment of the health condition of the animal(s) under their care

• creates dilemmas and ethical issues for the veterinarian

• goes against scientific literature and in some cases responsible use guidelines



Answer European Commission: A different 

dosage or duration of treatment is not 

allowed!
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FVE and Copa-Cogeca (European Farmers 

Organisation) wrote to the European 

Commission
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A Member of the European Parliament asked a similar question and received a similar reply
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Whereas

❖ CMDv is already working on SPC harmonization for similar 

products

❖ This process will take long

❖ Veterinarians are ethically and professionally responsible and 

accountable  for the treatment of each animal under their 

care [dosage and duration is often related to the condition of the 

respective animal; the resistance level (MIC) identified; clinical 

efficacy of previously applied treatment in the herd, etc.]

❖ There is no tool for notification of different protocols 

[pharmacovigilance system is not the proper tool]

❖ Lack of clear interpretation will lead to different 

implementation practices in the different Member States

Urge policy-makers to work together 

and take a common approach that 

trust veterinarians as a highly educated 

profession able to make informed and 

professional decisions in line with the 

principles on responsible use of 

medicines in animals in the EU and a 

true application of the One Health 

concept
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Reflections on the way forward: potential short-time solutions
Not ideal: 
▪ SPC Harmonisation: will take long / not really solve the problem
▪ Dose optimization: will take long, will be difficult/ will not tackle the duration or withdrawal periods
▪ Companies revise SPC’s: too administratively burdensome /could lead to products disappearing from market
▪ Countries taking individual approaches to solve this problem: eg. non-enforcement, allowing national 

guidelines to prevail over the SPC, etc., but this will breach Art 106(1) and will put veterinarians in a difficult 
liability situation 

Better approach: 
• EC to revise art 106 by replacing ‘shall’ by ‘should’ or ending the sentence with some defined exceptions 

(e.g. based on recognised prescription guidelines)
• Allow to change dosage and/or duration under the cascade regime based upon 
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Reflections on the way forward

Medium-long term solutions: 

▪ Work with EMA/NCA’s to move towards a more future-proof SPC which can last for the whole 
life-time of a product, counter-acting the current trend of always going more prescriptive. 



Thank you for your attention


