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European Commission’s Proposal for New EU Veterinary 
Legislation: 

Are the Politicians Listening to the Stakeholders?

September 2014 saw the long-awaited release of the 
European Commission’s proposal for a new EU Regulation 
on VMPsi (COM proposal), the text of which is now being 
debated and amended in the EU co-decision procedure. 

Since the release of the COM proposal, the various 
stakeholders have voiced their opinions about the 
relative benefits and threats posed by the draft text. 
With the publication of the draft report of the ENVI’sii  
first reading of the COM proposal, we have a first insight 
into the views of the MEPsiii. 

The main objectives of the COM proposal, as noted in the 
ENVI’s draft report are:

1. To improve access to medicinal products and make 
them more widely available, in particular for the so-
called ‘minor species’;

2. To reduce the administrative burden, in particular 
where the drug safety process is concerned;

3. To promote innovation and competitiveness within 
the sector;

4. To ensure that the internal market for veterinary 
medicinal products functions properly;

5. To tackle AMRiv.

The timeline below shows the date of release of the 
COM proposal and the dates when key stakeholders have 
publicly put forward their views on the proposal. Based 
on current progress, the estimated date for when the 
new legislation might come into effect is also indicated. 
However it should be noted that, after it comes into 
effect, numerous delegating and implementing acts will 
subsequently be required before the full impact of the 
new legislation is felt.

In the first reading of the COM proposal, the ENVI 
proposed nearly 1000 amendments, some of which 
contradict each other, so it must be kept in mind that we 
are still very early in the co-decision procedure. However, 
the explanatory note issued with the ENVI’s draft report 
is enlightening, stating that the Commission’s proposal 
is “a move in the right direction”, but “has not gone far 
enough on some points and the draft contains a number 
of loopholes”. This review will now look at the key areas 
of change introduced by the COM proposal, focusing on 
where it appears that the ENVI is not in agreement with 
the Commission and asks: are the stakeholders being 
heard by the politicians?

1 Antimicrobial Resistance
EXPLANATORY NOTE IN THE ENVI’S DRAFT REPORT:
“[The COM proposal] should be much more ambitious in its 
measures relating to antibacterial resistance and should, 
in particular, provide clear definitions on the different 
kinds of treatment (curative, control and preventative) 
and ban the prophylactic use of antibiotics.”

“The Commission plans to draw up a list of critical 
antibiotics reserved exclusively for human consumption. 
The rapporteur is in favour of this idea provided that the list 
is based on solid scientific criteria: the European Medicines 
Agency has made some excellent recommendations 
which should be used. Contrary to what the Commission 
is proposing, the sale of antibiotics (and all prescription-
only veterinary products) online should be banned 
as this would pose a serious threat to public health.”
“The draft report recommends extending the data 
protection periods proposed by the Commission for 
antibiotics (18 years instead of 14)”
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The challenge of AMR and the risk it poses both to 
animal and human health is recognised by all parties. 
There is general agreement (or at least acceptance) 
that significant changes to the systems in place for the 
authorisation and monitoring of antimicrobial VMPs will 
have to be introduced. The ENVI statement that online 
sales of antimicrobials should be banned is generally 
supported by industry, who will also be reassured to see 
that ENVI is in favour of solid science underpinning any 
decisions. 

However, the importance of antimicrobials for animal 
health and therefore to industry as a reliable source of 
revenue cannot be underestimated, and the uncertainty 
surrounding the future regulation of antimicrobials is 
a strong disincentive to investment in this area. It is, 
therefore, positive to see that ENVI is supportive of further 
incentivising the development of new antimicrobials by 
recommending an even longer period of data protection 
for these products.

There remains enormous uncertainty in the area 
of antimicrobials for veterinary use and although the 
general message in the ENVI draft report appears to 
recognise the needs of the veterinary sector, some of 
the drafted amendments are less favourable and in some 
cases contradict the overall recommendations, such as 
those for increased data protection. The exact provisions 
for the creation of the list of antimicrobials restricted for 
human use also remains very unclear and until matters 
such as this are resolved, progress in the development 
of antimicrobials for veterinary use will continue to be 
seriously inhibited. 

2 Promoting Innovation
EXPLANATORY NOTE IN THE ENVI’S DRAFT REPORT:
“The draft report recommends extending the data 
protection period for… extending the initial marketing 
authorisation to the major species (two extra years 
instead of just one). The draft text also suggests putting 
in place a five-year protection period (which cannot be 
combined with other periods) for certain new studies or 
tests carried out after authorisation has been issued, in 
an effort to encourage developments on or improvements 
to existing products, both originator and generic.”

The primary incentive tabled in the COM proposal for 
the promotion of innovation in the veterinary sector is to 
increase the periods of data protection, not only for new 
products but also for data generated to support variations 
and extensions to existing products. The ENVI is in favour 
of this increased data protection and suggests taking the 
proposal even further. 

Whilst the majority of stakeholders have no major 
objections to these recommendations, the precise 
wording of the final text is of critical importance to the 
generics industry, and EGGVP is concerned that the text in 
its current state will discourage competition in the sector.
The ENVI’s draft report contains numerous conflicting 

suggestions for the various periods of data protection, 
but it does appear that at least some MEPs share the 
concerns of EGGVP, making recommendations for non-
cumulative data protection periods, which it is hoped 
would promote innovation funded by both originator and 
generic companies. 

3 Drug Safety
EXPLANATORY NOTE IN THE ENVI’S DRAFT REPORT:
“The Commission’s new approach to drug safety, 
which is based on risk detection, will be a step forward 
provided that it does not pose a threat to public health. 
A system which requires regular drug safety reports for 
the product’s first few years of life and risk analysis and 
signal detection after this period seems more suitable.”

Perhaps the most significant change to the COM 
proposal recommended in the ENVI’s draft report is the 
extensive rejection of the proposed changes to the way 
drug safety is monitored for approved VMPs. The COM 
proposal made ambitious provisions which removed 
the need for renewal of the initial MAx  after five years 
and also removed the requirement for PSURsxi . The 
COM proposal recommended replacing these scheduled 
reviews of product safety with continual monitoring 
systems, largely through signal detection activities to be 
carried out by the competent authorities. 

The shift of responsibility for drug safety monitoring 
from industry to the authorities has been met with 
great concerns from the regulators, principally due to 
the question of resourcing these activities. The concerns 
of the regulators appear to have been heard by the 
politicians: the requirement for PSURs now looks more 
likely to stay; MA renewal after five years is favoured by 
the ENVI and there is even a suggestion for repeated 
renewals throughout a product’s lifetime; responsibilities 
are thus shifting back to the MA holders.

Drug safety monitoring is one of the areas identified 
as causing disproportionate administrative burden on the 
veterinary sector in Europe, and it is understandable that 
the regulators are reluctant to take over a large part of this 
burden. However, as long as the regulators have exclusive 
access to the complete safety information relating to all 
products containing the same active substance, it is the 
regulators who are in a position to carry out effective drug 
safety monitoring with greatest efficiency. Maintaining a 
system where, for the sake of argument twenty different 
companies carry out drug-safety monitoring for the same 
active substance, each acting independently and each 
reviewing only a fragmented part of the total available 
data relating to the active substance, would be a missed 
opportunity for change. Industry will be very disappointed 
if this more ambitious proposal is rejected in the end, 
which would seem to question the commitment to 
reducing administrative burden.
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4 Availability of Medicines
EXPLANATORY NOTE IN THE ENVI’S DRAFT REPORT:
“The Commission suggests making the use of off-licence 
human drugs on animals easier by giving veterinarians 
the choice.  Although there is no doubt that veterinarians 
would take a responsible approach, it would be preferable 
to put in place a more rigid framework in which human 
medicines can only be used for veterinary purposes as a 
last resort and if there is no better alternative.”

Under the heading of Promoting Innovation it has 
been highlighted that there are proposals made by the 
Commission and further proposals made by the ENVI 
which incentivise the innovation of both new and existing 
VMPs by originator and generic companies. These 
incentives include a number of provisions for additional 
data protection relating to minor species and particularly 
to products for bees. Debate continues in trying to 
achieve balance between encouraging innovation, which 
is important for the availability of new medicines, and 
maintaining healthy competition, which is important 
for the availability of affordable medicines throughout 
Europe, notably in the smaller markets.

The COM proposal made a recommendation to increase 
availability of medicines by the flattening of the cascade 
system, which would have allowed veterinarians to use a 
human medicine in preference to using a VMP off-label. 
This proposal has been met with general concern by most 
stakeholders and it appears that ENVI has heard these 
concerns by recommending that human medicines should 
only be used in the veterinary sector as a last resort.

5 SPC Harmonisation and Protection of the Environment
EXPLANATORY NOTE IN THE ENVI’S DRAFT REPORT:
“Lastly, special attention must be given to protecting the 
environment. It will be necessary to establish a single 
decentralised form of assessment using a monograph 
system in order to avoid repetitive and potentially 
conflicting assessments of the environmental properties 
of a substance. In view of the practical difficulties involved 
in implementing a system of this kind, the Commission is 
asked to draw up specific proposals on the subject.”

The COM proposal makes provisions that maintain 
and increase the current level of scrutiny with respect 
to the environmental risk posed by VMPs. Industry may 
not be pleased that the ENVI draft report specifically 
recommends the introduction of a monograph system for 
the assessment of the environmental properties of the 
actives substances of VMPs. 

However, a more serious concern is introduced 
in the ENVI’s proposed amendments to Regulation 
(EC) 726/2004, which provides the legal base for the 
centralised procedure and the establishment of the EMA . 
Amendment 31 concerns the responsibilities of the EMA, 
and proposes a new responsibility for the “co-ordination 
of the provision of information on active substances 
of veterinary medicinal products … for the purpose of 

implementing a review system (Monograph system)”. 
This text could simply be providing the legal base for 
the recommended monographs for environmental 
properties, but the current wording of Amendment 31 
does not restrict the suggested monograph system to 
environmental properties. 

The introduction of Amendment 31 will add to 
concerns within industry that the provisions for the 
SPCxiii  harmonisation exercise in the COM proposal are 
a move towards a monograph system. Does Amendment 
31 provide a legal base for a monograph system with 
a wider scope? Could this monograph system be used 
to harmonise the conditions for use of antimicrobial 
substances? If there is a proposed monograph system 
with a scope wider than just the environmental properties 
of VMPs, it can be expected that this will be met with 
strong resistance from industry.

6 Concluding Remarks
Whilst we are still in the early stages of the co-decision 
procedure, it is clear that the numerous stakeholder 
voices are being heard by the European Parliament. The 
new regulation on VMPs will necessarily be a compromise, 
balancing the needs of the regulators, industry and 
veterinarians, whilst at the same time protecting human 
health. With so many different concerned parties for the 
politicians to take into consideration, all stakeholders 
must continue to make their needs known as loudly as 
possible throughout the rest of the co-decision procedure.
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