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Overview of the New Draft Regulation for 
Veterinary Medicines
So we have them at last! The Commission published 
their proposals for the updating of the veterinary 
medicines and feed medications legislation in Europe in 
September, five years after starting the review process. 
The regulatory bodies, industry and veterinarians have 
started their analysis and the first reactions are emerging. 
Stakeholders quickly took all of the available remaining 
places at the TOPRA veterinary symposium in Brussels in 
October to hear from the Commission, exchange views 
and ask questions.

There is universal welcome of the recognition that 
the veterinary medicines sector is very different from 
the human, and the formal separation of their legal 
frameworks is a major step forward. The Commission’s 
position is that this is intended to reduce the administrative 
burden and promote availability, but in reality how far is 
this achieved in these proposals? 

As expected and to the stakeholder’s general 
satisfaction, Directive 2004/82 will be replaced by 
a Regulation which will incorporate the veterinary 
provisions of Regulation 726/2004. Member states will 
lose the flexibility that allowed national nuances in 
implementation, and marketing authorisation holders 
and applicants will have a more predictable, harmonised 
regulatory environment, as they wished. This satisfaction 
is tempered by the realisation that the proposals have 
left much unsaid or undefined. To my ear, the last 
(casual yet enigmatic) remark that the Commission’s 
representative Martinus Nagtzaam made at the TOPRA 
symposium was the most important. He emphasised 
that the draft Regulation is the ‘basic act’ which 
makes almost no reference to guidance, but instead to 
unpublished implementing or delegating acts that will 
provide the tightly described detail in the structure of the 
new environment. I counted 17 different references to 
implementing acts, directed inter alia at fees, labelling, 
variations and particularly antimicrobial resistance. I’m 
sure there will be consultation before they are final, but 
will there be enough detail to inform the stakeholder’s 
comments on the main Regulations, and to direct the 
lobbying to the Parliament and the Council? Once the 
Regulations are final, how far and how significantly will 
we be able to influence the important details in these 
Acts?

The Commission points to significant changes that, 
according to their figures, will reduce the administrative 
burden by some 140 million Euros, or 25%. IFAH Europe 
has been quick to point out that to reach the proportional 
administrative cost of human medicines, the reduction 
would need to be doubled. 

The major administrative burdens were identified, 

in order of magnitude, in packaging and labelling, 
variations, marketing authorisation procedures, renewals 
and pharmacovigilance, and the Commission has used 
these as a priority list for the measures.

Packaging and labelling has been subjected to a ‘major 
simplification’, with reduced compulsory information, 
especially on inner and small packaging and adoption 
of ‘approved’ pictograms and abbreviations to reduce 
text for translation. National languages will no longer 
be required on marketed packs, but the member states 
will be able to opt for other languages. Industry has long 
called for such changes to reduce the cost of placing 
products on the smaller markets, and the changes should 
further facilitate multi-country packaging. However, the 
extensive work by CMDv and industry task forces in recent 
years, reducing to a minimum the packaging constraints 
within current rules, have not really had any significant 
impact on availability in smaller markets so far.

Twenty five percent of the identified burden was 
around variations. Changes to marketing authorisations 
will be simplified and divorced from the variations 
Regulation 1234/2008. A risk-based approach is 
proposed; only changes that affect ‘animal health, public 
health or the environment’ (including an impact on 
safety, efficacy or the SPC) should be subject to scientific 
assessment, and the Commission will establish a positive 
list of changes that require assessment. Other changes 
will be made on a ‘do and tell’ basis, recorded by the 
marketing authorisation holder in a newly-established 
product database within 12 months of implementation. 
What will be included in the list? As an example, for 
immunologicals it is difficult to see how most of the 
changes related to manufacturing or quality could be 
assumed to be without effect on safety or efficacy 
without an assessment. The changes (variations) are one 
of the areas where the details will be through 
implementing acts, and one where all stakeholders will be 
paying close attention. 

The relaxation of pre-assessment is counterbalanced 
by an emphasis on verifying compliance by inspection and 
this will simply move the burden. Competent authorities 
will be required to inspect, on a risk basis, at all stages 
from manufacture and application to supply, and the 
Commission will audit this process. One can see the 
competent authorities’ assessment teams being replaced 
by inspectors. 

Despite significant effort by IFAH Europe, all four 
routes to authorisation will remain. The Commission has 
taken the view that a single expensive and resource-
demanding pan-European process would disadvantage 
SMEs, so the national route plus mutual recognition for 
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geographical extensions are necessary. The decentralised 
procedure is available for access to a limited number 
of member states and the centralised procedure for 
the innovative and pan-European products. Although 
the Commission claims that simplification will remove 
some of the barriers to a true single market, on the face 
of it this is not addressing its objective of reducing the 
bureaucratic burden and a single market still seems some 
way distant, to me at least.

The framework for dossier content, application, 
validation and assessment timetables are common across 
the procedures, and the Commission has stressed that 
there will be only one assessment for a new authorisation 
or for a change, either at a national, pan-national or 
European level, with decision by a simple majority in the 
MRP or DCP. Applicants may appeal the assessment, and 
competent authorities (but not authorisation holders) 
may refer concerns ‘in the interest of the Union’ (public 
or animal health or the environment related to the 
quality, safety or efficacy) to EMA.

Further re-assessment for geographical extension is 
not allowed, so the initial assessment in an MRP or DCP 
with a few concerned member states will be followed by 
a purely administrative rollout procedure to others. This 
seems to be causing some disquiet among the national 
competent authorities, where true trust and confidence 
in one another’s abilities is still incomplete and the spirit 
of ‘mutual recognition’ is absent. IFAH Europe, having 
missed its goal of a single process and full European 
authorisation, has indicated that it sees the single 
assessment with decision by majority vote as its ‘big 
win’ and will strongly defend this important detail in the 
lobby. It would seem that there are battles of principle to 
be fought over the coming months, and the outcome will 
be fundamental to the shape of the regulatory landscape.  

The centralised procedure remains the prescribed 
route for innovative products including new actives, 
biotechnologies and growth enhancers (although this list 
may be changed though a delegated act) but it has been 
opened to all who wish to use it and can afford the higher 
fees and associated costs inherent in a pan-European 
authorisation. The new CP will even allow generics of a 
nationally authorised product provided there is no other 
authorisation in the Community.

Authorisations will no longer need to be renewed, as 
they will be of unlimited duration – but of course the 
competent authorities may amend, suspend or withdraw 
if the benefit/risk balance is unfavourable. The ‘sunset 
clause’, whereby products off the market for three years 
would lose their authorisations, has also been removed.

Good manufacturing practice remains for veterinary 
medicinal products and active ingredients as expected, 
but its scope appears to have been extended to cover 
intermediate products and excipients. If confirmed, is 
this extension of manufacturing requirements really 
necessary?

The Commission has indicated that pharmacovigilance 

will be simplified, through an ‘updated, targeted 
approach’ and single management process, with a 
reduced administrative burden and a risk-based focus 
on the products of concern. More reliance will be placed 
on electronic systems and a dedicated Europe-wide 
pharmacovigilance database will be established into 
which all adverse events in the Union will be recorded 
and shared. The database will have variable access 
for competent authorities, marketing authorisation 
holders and the public. This will make surveillance at the 
Union level practicable, and should impose a consistent 
approach across the countries and authorisation routes.  

There will be a pharmacovigilance Masterfile linked 
to the marketing authorisation holder, rather than 
the product, and the periodic safety update report will 
be abandoned. Instead, there will be a requirement on 
authorisation holders and competent authorities alike to 
record all adverse events – human or animal, serious or 
mild – within 30 days into the database. Surveillance by 
competent authorities will focus on signal detection, and 
the Regulation provides various mechanisms to allow and 
promote sharing of responsibilities between authorities 
and targeting of products or groups of products of 
concern. Competent authorities will be required to 
promote adverse event reporting by veterinarians and 
owners.

All sectors of industry have consistently argued that 
the great majority of the estimated 30,000 existing 
marketing authorisations must be brought to wider access 
across the member states in an administrative process 
that preserves the existing indications and target species, 
while acknowledging that some products may require 
assessment. At first glance the draft Regulation allows just 
this, with an administrative process for ‘similar products’ 
authorised before 2004 which maintains the higher 
common denominator for species and indications and 
the shortest withdrawal period. The CVMP, however, must 
identify the groups of products where a re-assessment 
should, in their view, be carried out. The reassessment 
will then be mandated by further implementing acts by 
the Commission. Will the competent authorities easily 
accept harmonising to the shortest withdrawal period 
without reassessment?

The words ‘similar products’ here are significant – 
essentially the harmonisation will be across all products 
with the same active substance composition and 
pharmaceutical form in the Union, not for the same 
product authorised by one MA holder in different member 
states. This ‘class harmonisation’ has already attracted 
the attention of IFAH Europe, which is strongly opposed. 

The Commission claims to have taken a balanced 
approach to data protection, now referred to as 
‘protection of technical documentation’, in order to 
maintain innovation and competition, and encourage 
better availability. The global marketing authorisation 
principle is maintained and protection for listed species 
– cattle, sheep, pigs, chickens, dogs and cats but not 
salmonidae – is set for 10 years, for antimicrobials and 
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unlisted species 14 years, and bees 18 years. Further, 
protection may be increased by one year for listed 
species, four years for other species to a maximum of 18 
years and in addition five years for clinical trials for MRLs. 
I have the impression that neither the generic nor the 
reference companies are too happy with this outcome, so 
perhaps the Commission has got the balance about right. 

Benefit-risk analysis may allow reduced data dossiers 
for authorisations for minor species and for markets of 
limited size (geographical or for infrequently occurring 
diseases), but these will be re-assessed after three, then 
every five, years. Where there are no licensed products 
for a condition veterinarians will be able to prescribe 
alternative products (authorised in same / other species, 
other member states, for humans) based on clinical 
judgement of need, without reference to a ‘cascade’. 
Of course, the choice for off-label use in food species 
is limited to products with MRLs and conservative but 
practical withdrawal periods based on a multiple of 
existing withdrawal periods. 

Clinical trials are to be regulated at a European level 
for the first time, with the principles of the ‘3Rs’ to 
be applied as a legal obligation. However, one area of 
concern is the strict wording forbidding all food animals 
in trials involving substances without MRLs from entering 
the food chain. This seems against 3R principles as well 
as being a disincentive for innovation.

Mitigating the risk of development of antimicrobial 
resistance is a clear aim of the draft Regulation, which 
provides the legislative channel for the Commission 
to tightly control veterinary antimicrobials from 
authorisation to administration. Several implementing 
or delegating acts cover antimicrobials, including 
lists of antibiotics restricted to human medicine, data 
gathering on antimicrobial use and off-label restrictions. 
Antimicrobial resistance is now an integral part of the 
benefit-risk analysis, with refusal where the perceived 
risk for public health of development of antimicrobial 
resistance outweighs the benefits of the product to 
animal health. 

There is no decoupling of prescribing and supply in the 
draft (at least, not at this stage, before the parliamentary 
review) but veterinarians will be allowed to supply 
antimicrobials only for animals under their care and 
only as much as necessary for treatment. Antimicrobial 
and other products with special properties (such as 
anabolics, hormones and psychotropics, but also anti-
inflammatories) may only be handled by companies 
specifically authorised to do so, and additional record-
keeping provisions apply. 

In the separate draft Regulation on Medicated Feeds, 
preventive use (not yet defined) of antimicrobials will 
be banned, animals must be examined by the prescriber, 
and strict limits on carryover and homogeneity will be 
enforced. These latter provisions may see many of the 
feed manufacturers withdraw from handling medicated 
feeds.

Distribution and supply of all veterinary medicines are 
closely controlled, but authorised distributors and retailers 
will be able to carry out their business throughout the 
Union, including retail by internet. Internet sales will be 
regulated using the UK model, with authorised retailers 
displaying a common logo denoting their status, and 
they will be able to supply in another member state.

Space permits only this brief outline of the main 
and notable provisions in the draft Regulation, which 
stretches to 150 Articles and 82 ‘whereas’; many have 
gone unremarked in this article. Nevertheless, the 
Commission’s draft Regulation contains a lot that is 
positive. 

Of course, questions arising from detailed examination 
of the text are being raised – for example, are fermentation 
products or insulin classed as ‘biological products’? What 
exactly are the requirements for generics regarding 
environmental assessments? Answers may emerge 
during the co-decision procedure, but so will many more 
questions and amendments that could significantly 
change the eventual legal text. Implementation is not 
expected before 2018 (nine years after the process was 
started). There is a long way to go but in my opinion the 
proposal provides a good framework for an improved 
regulatory landscape.

The views expressed in this article are my own and not 
necessarily those of any organisation with which I am 
associated.
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