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REGULATORY & MARKETPLACE

The Impact of a No-deal Brexit on the Veterinary 
Medicines Market in the UK and What is Being Done 

Veterinary medicines are essential for veterinary 
surgeons, farmers and pet owners to ensure animals 
remain healthy. Preventing and treating disease, including 
providing medicines to control and reduce pain in 
animals also supports their welfare. Veterinary medicines 
have a positive impact on food safety; for example, the 
important role that vaccination has played in reducing 
the threat of food-borne salmonella infections via eggs.

As the 29th March 2019 Brexit deadline approaches, 
with little clarification of what the future may hold, the UK 
animal health industry has had to ramp up no-deal Brexit 
preparations to do all it can to ensure continuity of supply 
of veterinary medicines and as orderly an EU Exit process 
as possible, whatever the scenario. The government first 
released technical notices1-3 in September 2018 to help guide 
industry through this period, with the various proposals they 
contained to address regulatory issues helpful in a time 
of increased uncertainty. This information was welcome 
in that it gave some clarity to the regulatory framework in 
the immediate aftermath of a no-deal Brexit (should that 
happen), the possibility of which had been shown to give rise 
to serious concerns as found by NOAH’s 3rd Brexit Barometer 
report4. However, there was increased optimism shown in 
NOAH’s 4th and final Brexit Barometer, with a poll taken in 
October 20185 indicating that the provision of some clarity 
for businesses had been helpful in a time when continued 
uncertainty had been leading to increased pessimism.

These technical notices, at the time of publication in 
late 2018, stated that they would only be implemented 
in the scenario that the UK would leave the EU without an 
agreement. It was initially stated, in the preamble to the 
advice, as being ‘in the unlikely event’ of there being no deal. 
However as, at the time of writing, no agreement is yet in 
place, the possibility of there being a no-deal Brexit remains 
a reality. The notices have been updated to reflect this. The 
rejection in the UK Parliament in a vote on 29th January 2019 
of a proposal to delay Brexit in order to prevent the UK leaving 
without a deal makes a no-deal scenario a real possibility. 

In October 2018, stakeholder engagement documents 
giving an overview of the ‘No-deal Brexit plans’ were 
made available by the UK regulatory agency for veterinary 
medicines, the Veterinary Medicines Directorate (VMD). 
This information was helpful to industry to clarify a variety 
of issues around the regulation of veterinary medicines 
in a no-deal scenario and the implications for industry, 
including matters such as marketing authorisation holder 
legal presence requirements, future reference products 
for veterinary generic marketing authorisations, maximum 
residue limits and the development of UK-specific IT systems 
for data and information exchange. 

However, the issues arising from Brexit are not limited to 
regulation and registration issues; import and supply chains 
are also a major concern for the UK animal health industry. 
NOAH member companies have been carrying out extensive 
Brexit contingency planning, covering all aspects of their 
supply chains, from regulatory compliance and stocking 

levels to logistics and customs. The production of veterinary 
medicines and supply to the UK market is totally dependent 
on these complex supply chains, which are often integrated 
throughout the EU and must continue to function effectively 
and predictably in the event of a no-deal Brexit. 

Due to the Great Repeal Bill being passed by UK 
Parliament in March 20176 which set out how EU law would be 
adopted into UK law after Brexit, these technical notices and 
consultations have been focused on adjusting the laws in the 
UK to be fit for purpose and ensure that the UK laws remain, 
what is referred to as ‘operable’, on the 30th March 2019. The 
legislation of most relevance for the animal health industry 
is the Veterinary Medicines Regulation (VMR) 20137 which 
implements the current EU legislation, namely the current 
EU Veterinary Medicinal Products Directive (2001/82/EC),  
into UK law. In the event of a no-deal Brexit, the new post-
Brexit legislation that will apply in the immediate aftermath 
will be consistent with the existing EU legislation but with, 
for example, many references to EU agencies removed and 
replaced with UK functions.

New European Veterinary Medicines  
and Medicated Feed Regulations
However, the European Veterinary Medicines Directive and 
the Medicated Feed Directive have recently been totally 
revised and the new Regulations have been published in 
the Official Journal of the EU to become applicable in the EU 
Member States from the 28th January 2022. This means, after 
that date, veterinary medicines and their authorisation and 
use in the EU will be regulated by the Veterinary Medicinal 
Products Regulation 2019/68 and Medicated Feed Regulation 
2019/49. Since these regulations will take effect on the 
ground in the EU27 Member States after the UK has left the 
EU, they will not be carried over into UK law and it is at UK 
Parliament’s discretion to re-open the new UK legislation to 
explore consistency with these new regulations. NOAH very 
much supports the adoption of many aspects of the new 
EU legislation into UK law, including measures to support 
innovation, improved protection of technical documentation 
and reductions in administrative burden.

 
Registration and Regulation of Veterinary Medicines in a 
No-deal Brexit Scenario – Centralised Procedure
The VMD are adapting the UK Veterinary Medicines 
Regulations 2013 (VMR) to be operable once the UK leaves 
the EU. The technical notices have outlined how the VMR 
would change and some consultation with stakeholders 
took place to help prepare for the possible changes.  

The centralised authorisation procedure for veterinary 
medicines, leading to a pan-European authorisation being 
issued by the European Commission (EC) via the European 
Medicines Agency (EMA), will no longer be available for 
the UK market. Furthermore, all UK products that have 
been approved that way will automatically become UK 
nationally authorised on exit day (unless companies inform 
the VMD otherwise) in a no-deal scenario. Annual fees 
will be applicable from the date of national conversion, 
which means that former CAPs will be subject to the same 
requirements as national marketing authorisations (MAs) 
once converted. Companies have the option to opt out of 
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this automatic registration conversion from centralised to 
national authorisations, which would result in the product 
authorisations no longer being valid in the UK. 

MAH Location
Not only will national registration be necessary, the 
veterinary medicine marketing authorisation holder (MAH) 
location may also need to be changed. Currently the MAH 
may be established anywhere within the EU, however in a 
no-deal Brexit scenario the MAH will, in the future, need to 
be established within the UK to keep products on the UK 
market. The VMD have stated that all nationally authorised 
products must be held by an MAH established in the UK by 
31st December 2020. This is to safeguard animal and public 
health, by allowing the VMD to have control and take swift, 
appropriate enforcement action if necessary.  

Batch Testing of Veterinary Medicines and Qualified 
Person for Pharmacovigilance
If there is no agreement between the UK and EU regarding 
future arrangements, mutual recognition of batch testing of 
veterinary medicines between the UK and EU/EEA will cease 
on the date the UK leaves the EU. The mutual recognition of 
batch testing of veterinary medicines between the UK and 
third countries with which the EU has made appropriate 
arrangements would also cease, as would mutual 
recognition between the UK and EU/EEA Member States of 
batch certification of veterinary medicines by a QP.

In this event, in order to deliver a smooth transition and 
ensure continuity of supply of veterinary medicines, the UK 
would, for a time-limited period continue to accept batch 
testing of veterinary medicines carried out in EU/EEA or any 
third countries with whom the EU has made arrangements.

The UK would also accept batch certification of veterinary 
medicines by a QP based in the UK/EU/EEA. The UK would 
have the option to change these arrangements in the future.

Regarding qualified persons for pharmacovigilance 
(QPPV), the UK has indicated it will accept the QPPV being 
in any country and will not require the QPPV to be located 
in the UK. 

Generic Veterinary Medicines – Reference Products
In the event of no deal, the VMD would not have access to 
the data packages provided in support of EU-approved 
reference products. As a result, new generic applications 
would be limited to those based on reference products 
authorised in the UK. 

Existing generic-based UK marketing authorisations, 
which are based on an EU-authorised reference product, 
would remain authorised after the UK leaves the EU. 

 
Accessing the Animal Medicine IT Systems in a No-deal 
Brexit Scenario 
Animal health companies within the EU can make use of a 
regulatory network, which has been developed over time 
to have shared processes and systems. These systems 
are used to submit and exchange information throughout 
the union via common methods. For veterinary medicinal 
products, the common systems used are the Common 
European Submission Portal (CESP), Gateway, EudraLink 
and WebTrader. In a no Brexit deal the sharing of common 
systems, exchanging and recognition of data submitted 
for regulatory activities between the UK and EU members 
would cease. The VMD are developing their own IT systems 
to ensure electronic communication and exchange of data 
with animal medicines companies can continue on day 1 

post-EU exit. These systems are currently in a testing phase 
and are expected to be ready in time, even in the case of a 
no-deal Brexit, with contingencies available as backup. 

Supply Chain for Veterinary Medicines
The vast majority of the finished veterinary medicine 
products used to treat animals in the UK are imported either 
from or via the EU 27, including products for all species, i.e. 
farm animals, fish, horses and companion animals. Active 
ingredients are often also imported, along with packaging 
materials, for products to be manufactured here, to use in 
the UK, and in the EU 27 and beyond. The UK is intertwined in 
the highly complex manufacturing process of many of these 
products, and some move between numerous sites across 
Europe before being imported for the UK market. 

Brexit, particularly if there is no deal, brings uncertainty 
and the possibility of unpredictability to these supply chains 
and the movement of goods across customs borders. For 
economic and practical reasons, the mode of transport most 
commonly used is via road freight when importing products 
into the UK. Major ports, in particular Dover/Calais, are 
critical points in the supply chain and delays could interrupt 
the continuous supply of a range of veterinary products. 
Products with short shelf-life and specific storage conditions 
would be especially at risk of import complications. 

Animal health companies have been carrying out 
extensive Brexit contingency planning covering all aspects 
of their supply chains, from regulatory compliance and 
stocking levels to logistics and customs.11

NOAH is working closely with government departments, 
including DEFRA and the VMD, to ensure that supply chain 
measures are appropriate to address our sector’s complex 
needs and priorities. Much work has also been done by 
individual companies with the objective of ensuring fair 
and appropriate distribution of this inventory to ensure 
that disruption in supply is avoided. Supply is expected to 
cope with a normal ordering pattern with adequate forward 
planning and communication with suppliers.

Ensuring the continuation of supply is going to be vital 
for animal health and welfare during the upcoming period. 
NOAH, our members, Defra and VMD will all continue to work 
together to safeguard the health and welfare of animals in 
the UK, regardless of the outcome of Brexit. 

REFERENCES

1. DEFRA: Guidance: Accessing animal medicine IT systems 
if there’s no Brexit deal. https://www.gov.uk/government/
publications/accessing-animal-medicine-it-systems-if-
theres-no-brexit-deal/accessing-animal-medicine-it-
systems-if-theres-no-brexit-deal

2.  DEFRA: Guidance: Registration of Veterinary medicines if 
there’s no Brexit deal. https://www.gov.uk/government/
publications/registration-of-veterinary-medicines-if-
theres-no-brexit-deal

3. DEFRA: Guidance: Regulation of Veterinary medicines if 
there’s a no Brexit deal. https://www.gov.uk/government/
publications/regulation-of-veterinary-medicines-if-
theres-no-brexit-deal

4. NOAH: Brexit Barometer 3. https://www.noah.co.uk/noah-
brexit-barometer-3-sends-clear-message-no-deal-
brexit-serious-concern-animal-medicines-industry/

5. NOAH: Brexit Barometer 4. https://www.noah.co.uk/noahs-
final-brexit-barometer-illustrates-growing-optimism-
despite-turbulent-landscape/

6. European Union Withdrawal Bill. https://publications.
parliament.uk/pa/bills/cbill/2017-2019/0005/18005.pdf 



  International Animal Health Journal 21www.animalhealthmedia.com

REGULATORY & MARKETPLACE

Tessa Plagis 
Tessa Plagis works at the National 
Office of Animal Health (NOAH) as 
a Technical Policy Assistant part-
time, and full-time as a Small Animal 
Veterinary Surgeon in London. She 
grew up in South Africa, but moved 

to the Netherlands to study Veterinary Science at 
the University of Utrecht, which she completed with a 
Masters degree in science. 

Email: t.plagis@noah.co.uk

7. UK Veterinary Medicines Regulations 2013. 
 http://www.legislation.gov.uk/uksi/2013/2033/contents/

made 
8. Regulation (EU) 2019/6 of the European Parliament and of 

the Council of 11 December 2018 on Veterinary Medicinal 
Products and repealing Directive 2001/82/EC. https://eur-
lex.europa.eu/eli/reg/2019/6/oj 

9. Regulation (EU) 2019/4 of the European Parliament and 
of the Council of 11 December 2018 on the manufacture, 
placing on the market and use of medicated feed, 
amending Regulation (EC) No 183/2005 of the European 
Parliament and of the Council and repealing Council 
Directive 90/167/EEC. https://eur-lex.europa.eu/eli/
reg/2019/4/oj

10. NOAH Contingency planning statement. https://www.
noah.co.uk/noah-contingency-planning-statement/


