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Veterinary Medicinal Products – What Might Happen 
if the UK Withdrew from the European Union?

Introduction
The United Kingdom’s membership of the European 
Union (EU) is often a topic of heated debate. While 
some political parties are enthusiastically in favour of 
our continued membership, others are lukewarm and one 
party in particular is vehemently opposed. Somewhere 
in between the “must stay in” and “get out at all costs” 
camps are the more restrained opinions. These believe 
that the EU is fine as a “common market” and trading 
bloc, but they fear that it interferes too much in sovereign 
issues while encouraging further European integration. 
Indeed, the fear of and opposition to a federal Europe, 
not to mention a common currency, unite the strident 
“antis” with the slightly less radical Eurosceptics. As a 
result, there have been numerous articles written about 
the UK renegotiating the terms of its EU membership, 
while for some, only a complete withdrawal would be 
satisfactory.  

Presumably, if the UK did renegotiate its terms of 
membership, some things would change while others 
would remain unaltered. Alternatively, there has been 
talk of a two-speed Europe with the UK and like-minded 
countries enjoying some of the benefits of EU membership 
(such as the single market/lack of barriers to trade) but 
eschewing others (like open borders, monetary union, and 
further political and fiscal integration). Parallels are drawn 
with membership of the European Economic Area (EEA) 
which currently includes all EU countries (except Croatia 
which has yet to join but will do so pending ratification 
by all EEA states), plus three of the four European Free 
Trade Association (EFTA) countries, Iceland, Norway and 
Liechtenstein (Switzerland, the fourth EFTA country, is 
not a member).1 EEA membership allows countries to 
participate in the EU’s internal (single) market and EEA 
countries adopt most (but not all) EU legislation.

The Conservative Party in the UK has promised a 
referendum on EU membership should it win the 2015 
election. The Labour Party does not presently support a 
referendum, but it is willing to consider the possibility in 
the future, while the Liberal Democrats, partners in the 
current coalition government are staunchly pro-EU. Were 
a referendum to be conducted, and a “no” (to continued 
EU membership) obtained, then a UK withdrawal from 
the EU would be a real possibility, the so-called Brexit (or 
Brixit) option.2 If the UK were to adopt an arm’s length 
membership, or retain its membership of the EEA without 
being in the EU, nothing much would change. However, 
if the UK was to withdraw from the EU and relinquish 
its membership of the EEA, then the consequences for 
the regulatory control of many commodities, including 
pharmaceuticals, would be dramatic. As membership of 
the EEA would mean that the UK would retain what many 
see as the more onerous aspects of EU membership, then 

it would have to have to consider other options, possibly 
membership of EFTA but without ties with the EEA in a 
manner similar to Switzerland.3

Much of the UK’s manufacturing and export trade 
is covered by EU legislation. It applies to many areas 
including aspects of automotive products, fisheries, 
agriculture, aviation and food and indeed to anything 
where internal barriers to trade may occur and a single 
market is desirable. However, certain commodities are 
subject to strict regulation under EU legislation and 
among these are many types of chemical speciality. These 
are frequently regulated under EU directives, regulations 
and decisions by national competent authorities and by 
EU agencies, as shown below in Table 1.

Regulation of Pharmaceuticals
Pharmaceuticals, including veterinary medicinal products, 
were for a long time regulated in the UK under the 
Medicines Act 1968, and by Statutory Instruments made 
under the Act. From the UK’s joining of what was then the 
European Economic Community (EEC) in 1973, ensuing 
Statutory Instruments became more and more influenced 
by European pharmaceutical legislation. Following 
the major revision of the veterinary pharmaceutical 
legislation in 2004, the use of the Medicines Act was 
all but abandoned except for some UK-specific sections. 
Instead, it has been replaced by the Veterinary Medicines 
Regulations. The latest incarnation of these are The 
Veterinary Medicines Regulations 2013. These implement 
the requirements of the current EU legislation, namely 
Directive 2001/82/EC as amended by Directive 2004/28/
EC (and other EU legislation) and supplemented by UK-
specific requirements and aspects of other Directives and 
Regulations relating to medicated feeds and additives 
for use in animal nutrition (http://www.vmd.defra.gov.uk/
public/vmr.aspx). The legislation is enforced in the UK by 
the National Competent Authority, the VMD, as indicated 
in Table 1.

EU pharmaceutical legislation, including veterinary 
pharmaceutical legislation, is complex and dates back 
to Directive 65/65/EEC. This applied to human and 
veterinary medicinal products and it introduced the 
concept of the marketing authorisation (MA) subject 
to the criteria of safety, quality and efficacy.4 Over 
fifteen years later, Directive 81/851/EEC was published 
as a comprehensive regulatory framework for veterinary 
medicinal products, while Directive 81/852/EEC set 
out the testing requirements to demonstrate safety, 
quality and efficacy. These two pivotal Directives were 
supplemented by a range of amending Directives over 
the ensuing years, notably by Directive 92/18/EEC which 
updated the data requirements originally set out in 
Directive 81/852/EEC.  
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In 1990, Regulation (EEC) No 2377/90 introduced 
requirements for maximum residue limits (MRLs) for 
pharmacologically active substances intended for 
use in food animals. MRLs are intended to protect 
human consumers from potential harmful effects of 
residues (parent compound and/or metabolites) of 
pharmacologically active substances used in food animals 
which remain in tissues after slaughter or are present in 
food derived from treated animals (milk, eggs and honey). 
This legislation required that no pharmacologically active 
substance could be used in veterinary medicinal products 
intended for use in food animals unless MRLs had been 
established (or MRLs were considered unnecessary) 
and the legislation was applied retrospectively to all 
existing pharmacologically active substances. The 
term “pharmacologically active” is important as it 
applies equally to active substances and to excipients 
such as solvents, antioxidants, emulsifying agents and 
colourings, as well as to adjuvants and preservatives 
used in veterinary vaccines and other biological products 
intended for use in food animals. Up until the mid-1990s, 
MAs were granted by the national competent authorities 
and MRLs were established by the European Commission 
(EC) on the basis of an opinion from the then Committee 
for Veterinary Medicinal Products (CVMP). This changed 
with the arrival of Regulation (EEC) No 2309/90 which 
introduced the European Medicines Evaluation Agency 
(EMEA) and the Centralised Procedure. The CVMP 
became part of the structure of the EMEA and met in 
London instead of in Brussels, and it provided opinions 
on applications using the Centralised Procedure while 
continuing to provide opinions on MRL applications. 
Now MRLs and MAs considered under the centralised 
procedure were agreed by the EC on the basis of positive 

opinions of the CVMP. At the same time the mutual 
recognition system was introduced, whereby national, but 
harmonised MAs were issued by EU/EEA countries after an 
initial assessment and granting of an MA by one member 
state (which became the reference member state, RMS) 
followed by assessment and eventual mutual recognition 
by other member states involved in the procedure (the 
concerned member states, CMS).

In 2004, this changed again after a review of the 
veterinary (and human) pharmaceutical legislation, as 
indicated earlier. Directive 2001/82/EC was amended 
by Directive 2004/28/EC, while Regulation (EEC) No 
2309/93 was repealed and replaced by Regulation (EC) 
No 726/2004. Under the amended Directive, a number of 
changes were introduced, including the introduction of 
the decentralised procedure, while a coordination group 
previously set up under a voluntary basis to try and resolve 
scientific disputes with the mutual recognition procedure 
was given statutory backing as the Coordination Group 
for Mutual Recognition and Decentralised Procedures 
(veterinary) (CMDv), and, as its name suggests, it now 
attempts to resolve issues not only for the mutual 
recognition procedure, but also for the decentralised 
procedure, a procedure broadly similar to that of 
mutual recognition, but which involves simultaneous 
submission to all countries, rather than an initial 
submission in one followed by subsequent submissions 
to the other. Both the new amending directive and the 
new regulation substantively upgraded the requirements 
for pharmacovigilance, while the CVMP became the 
Committee for Medicinal Products for Veterinary Use. 
In 2009, Regulation (EC) No 470/2009 repealed and 
replaced Regulation (EEC) No 2377/90, extending the 

Table 1. Regulation of Various Chemical Specialities in the UK 

 

Product Category UK Competent Authority EU Agency 

Plant protection products Health and Safety Executive European Food Safety Authority 
(EFSA) 

Food/feed additives Food Standards Agency EFSA 

Biocides Health and Safety Executive European Chemicals Agency 
(ECHA) 

Commodity chemicals (REACH and 
other legislation) 

Health and Safety Executive ECHA 

Veterinary medicinal products 
(including vaccines) 

Veterinary Medicines Directorate 
(VMD)* 

European Medicines Agency (EMA) 

Human medicinal products 
(including vaccines and devices) 

Medicines and Healthcare products 
Regulatory Agency (MHRA)+ 

EMA 

 

*An agency of the Department for Environmental, Food and Rural Affairs, DEFRA 
+An agency of the Department of Health, DH 
 Table 1. Regulation of Various Chemical Specialities in the UK



Volume 1   Issue 218  International Animal Health Journal

Regulatory & Marketplace

scope of MRLs and replacing four annexes in the old 
regulation with two tables – allowed substances and 
prohibited substances. The amalgamated lists, previously 
established as a large number of amending regulations 
under Regulation (EEC) 2377/90 were consolidated in a 
single regulation, Regulation (EU) No 37/2010.5, 6

Membership of EMA Committees and Other Advisory 
Groups
Members of the CVMP are nominated by EU/EEA member 
states and are frequently drawn from the national 
competent authorities. Thus, the UK has one member, 
and one alternate, both from the VMD. The CVMP has a 
number of working groups, as follows:

• Antimicrobials Working Party
• Efficacy Working Party
• Environmental Risk Assessment Working Party
• Immunologicals Working Party
• Quality Working Party
• Safety Working Party
• Scientific Working Party

The UK has representatives on most of these 
groups. Moreover, the UK is represented on the EMA’s 
Management Board, albeit by individuals from the MHRA, 
not from the VMD. Nevertheless, the VMD can express 
its views to the Management Board through MHRA 
members. Like the CVMP, the Management Board has 
representatives from EU/EEA states. 

The UK is represented at the Heads of Medicines 
Agencies (HMA) group meetings (http://www.hma.eu/
veterinary.html). This is an important group with sections 
for both human and veterinary medicinal issues which 
brings together the national competent authorities of 
EU/EEA countries. It has a number of functions, including 
the development of regulatory strategy and training 
and benchmarking regulatory agencies. One of its 
most critical roles is the provision of the statutory Co-
ordination Groups, the CMDv mentioned earlier, and the 
corresponding group for human medicinal products, the 
CMDh, both of which work to resolve issues encountered 
in mutual recognition and decentralised procedures in 
their corresponding sectors. The HMA and CMDv have 
representatives of EU and EEA countries. 

If the UK were to withdraw from the EU but remain in 
the EEA, it would still enjoy the benefits enjoyed by 
Norway, Iceland and Liechtenstein, and it would maintain 
some influence within the EU while being outside. 
However, if the UK also withdrew from the EEA, and even 
if it joined EFTA, then it would relinquish that influence 
along with its roles with regard to the EMA, its 
Management Board, the CVMP and its working parties, as 
well as the HMA and the CMDv. The UK frequently acts as 
rapporteur or co-rapporteur for centralised procedures 
and for MRL applications, and as reference member state 
for mutual recognition and decentralised procedures. It 
also takes on responsibilities for formulating guidelines 

and other documents within the working parties of the 
CVMP. If it withdrew from the EU and the EEA, these 
positions of influence (not to mention source of VMD 
income) would be lost.

Marketing Authorisations
For veterinary medicinal products, a high proportion of 
marketing authorisations (MAs) are national MAs granted 
prior to the introduction of the European procedures. In 
the UK, these were originally issued as product licences. 
However, there are now a large number of MAs issued 
under the mutual recognition or decentralised procedures 
(which of course are also national MAs), and a small 
number of national authorisations granted since the 
inception of the new procedures, but which, for a variety 
of reasons (e.g. company size and resources, country-
specific diseases, marketing decisions) have been 
registered in only one member state, negating the need 
for the mutual recognition or decentralised procedures. 
Over 170 veterinary medicinal products have been 
authorised through the centralised procedure (although 
several of these have since been withdrawn by the MAH). 
Consequently, on the UK market there are a variety 
of veterinary medicinal products authorised as solely 
national UK products, as products issued as national 
marketing authorisations under the mutual recognition 
or decentralised procedures, or authorised through the 
EU’s centralised procedure. Some of the older national 
MAs have been reviewed under the terms of Directive 
81/851/EEC and updated, but they remain UK national 
marketing authorisations. Others have been subject 
to a referral procedure and so specific aspects of data 
have been subject to a CVMP opinion and a Commission 
Decision, usually with subsequent amendments to the 
SPC and product literature.

If the UK were to withdraw from the EU but remain 
in the EEA, all of these marketing authorisations would 
remain valid. If the UK withdrew from the EU and the 
EEA, all of the national marketing authorisations would 
remain valid, including those authorised through mutual 
recognition or the decentralised procedures, although 
the UK would no longer need to maintain harmonised 
aspects of the summary of product characteristics 
(SPC) or labelling, or abide by any restrictions imposed 
as a result of the procedures. MAs granted under the 
centralised procedure would no longer be valid in the UK 
in the event of an EU and EEA withdrawal. However, the 
UK could presumably opt to issue a UK MA for existing 
centralised procedure products or even for future ones, or 
at least implement a fast-track procedure for the latter, 
without further assessment. For future national products 
which previously would have been considered under the 
mutual recognition or decentralised procedures, it would 
have the option of conducting a separate UK assessment 
prior to granting an MA, and/or adopting the SPC agreed 
under European procedures. If it failed to do this, and 
determined UK-specific indications, contraindications, 
posology and, in the case of food producing animals, 
withdrawal periods, then the MAH could face barriers to 
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trade with the EU/EEA e.g. with parallel exports or with 
trade in animal produce.

The issue of withdrawal periods is extremely important 
in this respect. A withdrawal period (sometime called 
a withholding period) is the time that must elapse 
between drug administration and slaughter for human 
consumption, or before produce such as eggs, milk and 
honey can be collected for human consumption. They are 
based on the time taken for depletion of drug residues 
to a safe concentration, which is almost exclusively the 
EU MRL (see next section). If the UK were to establish its 
own MRL values, or if it adopted EU MRLs but calculated 
withdrawal periods different from those established in EU 
countries for the same product, or even if it permitted 
the use of drugs prohibited under EU legislation, then it 
would create potential barriers to trade in animal produce 
with the EU and EEA states. Regardless of the UK’s status 
after an EU withdrawal, it would clearly be in the interests 
of UK agriculture and exports, if most aspects of EU MAs 
were adopted or maintained in UK national MAs.

These issues may appear academic, but it is important 
to learn lessons from the past, before the time of 
introduction of the EU procedures. Then it was entirely 
possible for a product to be authorised for dogs and 
cats in one country, for countries which regarded the 
horse as a non-food animal (such as the UK), for dogs, 
cats and horses, while other countries may have these 
species alongside various food animals, including minor 
food species such as rabbits, ducks and goats. In short, 
almost any combination could, and did, exist across the 
EU for any given product. Where products were indicated 
for use in food species, in addition to the discrepancies 

between species, there were frequently differences in 
withdrawal periods due to differences in their methods of 
calculation, differences in the derivation of national MRL 
values, or a combination of these. The introduction of 
the European procedures and EU MRL values has meant 
that these discrepancies no longer occur. The recitals to 
Regulation (EC) No 470/2009 make it clear that while the 
prime reason for establishing EU MRLs is to protect public 
health, they are also “relevant to the functioning of the 
internal market in products of animal origin.” Were the 
UK to adopt different approaches to the evaluation of 
data pertinent to granting UK MAs, then the prospects 
of trade difficulties with the EU and EEA in produce of 
animal origin would be genuine. It would therefore be in 
the interests of UK agriculture if MAs for products for use 
in food-producing animals, at least, adopted the terms of 
EU MAs.

MRLs
EU MRLs are considered following an application to the 
EMA and consideration of a package of data, largely 
toxicology, pharmacokinetic and residues depletion data, 
by the CVMP, which then issues an opinion, hopefully a 
positive opinion, on the MRL application. MRLs are then 
published as Commission Implementing Regulations 
amending the Annex to Regulation (EU) 37/2010 in 
the Official Journal of the European Union. The MRL 
procedure is similar in many aspects to that of the 
centralised procedure and a rapporteur and co-rapporteur 
are appointed by the CVMP to handle the assessment of 
data and to prepare assessment reports. MRLs usually 
appear as numerical values in Table 1 of the Annex to 
the Regulation (allowed substances) such as muscle, 10 
µg/kg; milk, 100 µg/kg etc. Alternatively, they may be 
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listed as “no MRL required”, a category usually reserved 
for relatively innocuous substances (or those rapidly 
metabolised to innocuous substances by the treated 
animals). Table 2 (prohibited substances) of the Annex 
contains a small number of drugs (or groups of drugs) 
whose use in food animals is not permitted on consumer 
safety grounds.7 Other agents, including those with 
thyrostatic action, β-agonists and the growth-promoting 
anabolic steroids are prohibited for use in food-producing 
animals (although therapeutic uses of some of these 
are permitted) under separate EU legislation (Directive 
96/22/EC as amended by Directives 2003/74/EC and 
2008/97/EC).

Irrespective of where companies are based or where 
products are made, manufacturers must abide by the 
legislation on MRLs if MAs are to be granted for food-
producing animals in the EU/EEA. However, if the UK were 
no longer a member of the EU or EEA, it would be in a 
position to adopt its own form of MRLs and if desired, 
authorise products containing substances prohibited in 
the EU/EEA. However, as described earlier, this would 
raise potential problems for trade in food of animal origin 
with the Community, possibly similar to those which 
have arisen because of the (legal) use of anabolic and 
other production-enhancing drugs in the United States.8 
In practice, it would probably be simpler and safer for 
the UK to adopt EU MRL values and the requirements of 
other EU legislation prohibiting the use of certain drugs 
in food animals.

Residues Surveillance
Each year, EU member states conduct surveillance of 
food commodities of animal origin to determine the 
presence of residues, or more particularly of violative 
residue (above the MRL or residues of prohibited drugs) 
in accordance with the requirements of Directive 96/23/
EC. This Directive requires member states to examine 
food of animal origin for the presence of residues of 
certain classes of drugs including those with an anabolic 
effect, antimicrobial substances, anthelmintics, sedatives 
and non-steroidal anti-inflammatory drugs, as well as 
other substances and environmental contaminants 
such as chemical elements (e.g. cadmium and arsenic), 
organochlorine compounds and some mycotoxins. The 
Directive requires member states to draw up a national 
residues monitoring plan, which needs to comply with 
its Annex IV which establishes the sampling frequencies, 
and the types of animal and commodities to be tested. 
The Directive required the submission of an initial 
surveillance plan, followed by subsequent annual plans 
to be submitted to the Commission for scrutiny and 
approval. In the UK, this work constitutes the Statutory 
Surveillance Programme. It is supplemented by a Non-
Statutory Surveillance Scheme which looks for similar 
violations of residues, mainly in imported foods.
If the UK were to leave the EU and EEA, it would no 
longer need to conduct this work which is overseen by 
the VMD. However, the results, which are published 
on the website of the Veterinary Residues Committee 

(http://www.vmd.defra.gov.uk/vrc/) would no longer be 
available to reassure consumers of the safety of food 
of animal origin. In effect, the UK would become a third 
country under the terms of the Directive, and would still 
need to submit a surveillance plan and conduct residues 
surveillance in compliance with Article 29, if it wished to 
export its produce to the EU. Consequently, withdrawal 
from the EU and the EEA would have little effect on the 
UK’s residues surveillance programme.

Pharmacovigilance
One of the major requirements in the EU/EEA for the 
conduct of pharmacovigilance is that for the appointment 
of a Qualified Person for Pharmacovigilance (QPPV), and 
one of the major requirements for the QPPV is that he 
or she should reside in the Community.9 In Volume 9B of 
the Rules Governing Medicinal Products in the European 
Union, it is made clear that Community in this respect 
means the EU and EEA. So for example, the QPPV could 
reside in Norway or Iceland as well as in other EEA/EU 
countries. Thus, any company employing a QPPV in the 
UK could continue to do so if the UK remained in the 
EEA. However, if the UK left the EU and EEA, then with 
the exception of any interim arrangements that might 
be put into place, the QPPVs currently working in the 
UK would need to relocate to a country within the EU or 
EEA. In fact, this would apply equally to QPPVs working 
in pharmacovigilance of human medicinal products. 
This would not result in major consequences for many 
companies which already have offices and operations 
in these countries, but it could result in logistical 
problems for those without these facilities. The conduct 
of a pharmacovigilance operation in the UK would not 
exempt it from EU pharmacovigilance inspections if 
products were marketed in the EU or EEA. The UK would 
then be regarded as a third country, and UK companies or 
subsidiaries marketing products within the EU would be 
subjected to the requirements for third countries as set 
out in paragraph 2.5.9 of Volume 9B.

Manufacturing
Veterinary medicinal pharmaceutical and biological 
products for sale and supply within the EU and EEA must 
be manufactured in accordance with the principles of 
good manufacturing practice (GMP) as required by Article 
51 of Directive 2001/82/EC (as amended). Moreover, the 
manufacturer must hold a manufacturing authorisation 
(ManA). ManA applications are made to the VMD except 
for those manufacturers which produce veterinary and 
human medicinal products where applications are made 
to the MHRA. Manufacturing sites in the UK are subject 
to GMP inspections by the VMD (or MHRA) to ensure 
compliance.10 For manufacturing sites in other (third) 
countries such as the USA, Australia or New Zealand, a 
GMP inspection may be carried out by an EU/EEA state, 
prior to authorisation of products made there, and 
imported into the EU. The manufacturer must appoint 
at least one Qualified Person and the QP has statutory 
duties, especially for release of product for sale and use. 
One of the requirements under the Directive is that the 
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QP must reside in the EU or EEA. 
If the UK were to leave both the UK and EEA, the 

manufacture of veterinary medicinal products need 
not be adversely affected. However, the manufacturing 
facilities would need to comply with the requirements of 
EU legislation, would need to hold a ManA, would need 
to be GMP-compliant and would be subject to inspection 
from EU competent authorities. The QP would need to 
relocate to an EU/EEA country, rather like the situation 
with the QPPV described earlier.

Conclusions
This is not meant to be an exhaustive appraisal of the 
consequences for the veterinary sector of the UK leaving 
the EU and the EEA. Rather, it is intended to highlight 
some of the key consequences. If the UK left the EU but 
remained in the EEA, then nothing much would change for 
most practical purposes although EEA members have less 
influence in the formulation of EU policy and legislation. 
However, if the UK withdrew from the EU and the EEA, 
substantive changes or adaptations would be needed in 
a number of areas, as described above. Many of these 
changes, with the obvious exception of MRLs, would also 
apply to human medicinal products.

Withdrawal from the EU and the EEA would mean 
that the UK would lose influence in decision-making 
bodies such as the EMA, its Management Board, and 
its expert committees such as the CVMP. However, it 
would also lose wider influence as a result of its loss of 
membership of the European Commission and the Council 
of Ministers. The UK would also relinquish the United 
Kingdom Permanent Representative to the European 
Union (UKRep) and membership of the Committee of 
Permanent Representatives (COREPER) in the Council of 
the EU. Clearly, it would no longer have Members of the 
European Parliament (MEPs) and it would lose its place 
in the Parliament’s influential committees such as the 
Environment, Public Health and Food Safety Committee 
which has a responsibility for a number of areas including 
animal health and chemical safety.

It must be emphasised that there has been no 
suggestion that the UK would not remain as an EEA 
country. However, with Iceland preparing to accede to 
the EU, will there be an EEA to remain a member of? As 
the members of the EU are also members of the EEA, the 
answer is likely to be yes, but as more countries join the EU 
(and therefore the EEA) will there be any point in having 
the EEA at all? Moreover, to avoid some of the obligations 
that the UK regards as onerous, then leaving the EEA would 
seem a logical step. This could leave the UK with the only 
option of joining the European Free Trade Area (EFTA) to 
garner trading partners. EFTA members currently include 
Iceland, Norway, Liechtenstein and Switzerland but this 
is a reduced membership since Denmark left EFTA after 
it acceded to the EU. In fact, the founder members of 
EFTA were Portugal, Austria, Denmark, Norway, Sweden, 
Switzerland and the UK, but as countries joined the EU 
and left EFTA, membership declined. Although EFTA 

countries have bilateral agreements with the EU, unlike 
EEA countries they do not enjoy the close association 
with EU processes that EEA countries do. So, if the UK 
opts to leave the EU, then Europe could indeed become 
more “isolated”. 
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