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The Impacts of Brexit on the  
Bio/Pharmaceutical Industry

Are you prepared?
On June 23, 2016, the decision 
was made on the European 
Union referendum for the United 
Kingdom to withdraw from the 
European Union. Known as 
Brexit, this process will result in 
the United Kingdom becoming 
a third-party country to the 
European Union and will close the 
UK’s access to the Single Market 
effective March 29, 2019. Brexit 
will affect the bio/pharmaceutical 
industry worldwide as currently 
the UK is deeply integrated to the 
global pharmaceutical trade.

Of the $1.1 trillion estimated 
world pharmaceutical market in 
2016, about 50% or $568 billion 
were exported according to World 
Trade Organization (WTO) data. 
As one of the main suppliers and 
customers, the UK contributes 6% 
of both total imports and exports 
worldwide.

Bio/Pharmaceutical industry 
in the UK:
In total, the UK imported and 
exported €28 billion of medical 
and pharmaceutical products in 
2016, with annual production 
of €14.2 billion; however, UK 
productivity in the bio/pharma 
industry is the highest in 
Europe—40% higher than in 

Germany and 70% higher than 
in France. The UK bio/pharma 
production is specialized in 
dementia, oncology, antimicrobial 
resistance, HIV/AIDS, and malaria. 
Therefore, this specialization 
locks the United Kingdom in 
a world trade ecosystem for 
these particular medicines. 
The UK consumption of bio/
pharmaceuticals by expenditures 

is about 14% of the total EU 
market. Currently, the UK imports 
more than two thirds of its 
consumption from Europe; while 
the domestic production of bio/
pharmaceuticals could not fulfill 
even 50% of the market demand. 
In other words, the UK produces 
€14.2billion, but consumes 
products in €30 billion.
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What are the risks?
The risks associated with 
Brexit related to the global 
bio/pharmaceutical market 
have the potential to not 
only impose economic 
damage, but could also 
result in social and political 
consequences because 
of its high importance 
for population, health, 
and quality of living. The 
diagrams on the right show 
UK’s trade partners for 
finished medicines (Import: 
€19.5 billion; Export: €20.3 
billion). For instance, every 
month, 45 million patient 
packs of medicines are 
supplied from the UK to the 
EU, with 37 million patient 
packs supplied from the EU 
to the UK. Moreover, the 
UK is the highest investing 
European country in bio/
pharmaceutical industry, 
spending more than €8 
billion per year on R&D activities.

Brexit consequences
When the UK leaves the Single 
Market, the bio/pharmaceutical 
goods circulating between the 
UK and other EU Member 
States could become subject to 
additional regulations. As long 
as it is still unclear which kind of 
trade agreement will be reached 
between the UK and the EU, all 
possible scenarios have to be 
considered.

Marketing Authorization
All drugs centrally authorized in 
the UK will have to be authorized 
again by any Authorities located 
within the Single Market. This could 
cause significant strains on internal 
resources and could lead to product 
shortages on European markets for 
medicines not re-authorized before 
the set deadline.

Mutual Recognition Agreement
Under EU legislation, all medicines 
produced in states without Mutual 
Recognition Agreement (MRA) 
require additional GMP testing 

combined with appropriate 
assessments by a European 
Qualified Persons before being 
imported to the EU. While UK’s 
recent decision to accept the 
batch testing carried out in the 
countries included in the MRA 
eliminates the need to retest 
products coming into the UK, it 
is not yet known if the EU and 
other countries under the MRA 
will require retesting of products 
coming from the UK prior to 
entering EU and MRA countries. 
Therefore, retesting could become 
a significant concern for bio/
pharmaceutical companies in the 
UK.

Reduce your risk
The risks caused by uncertainty 
related to the Brexit can be 
effectively mitigated with 
preparedness and partnership 
with an experienced testing lab 
to support your testing needs, 
including EU and UK release 
testing, as well as supporting 
internal operations. Eurofins 
BioPharma Product Testing has, 
through its vast geographical 

coverage, the capacity and 
flexibility to connect, manage and 
align testing processes following 
clients’ supply chains, making us 
the unique multinational partner 
for global bio/pharmaceutical 
companies.

1. EU Release Testing 
With 25 convenient locations 
in the EU, Eurofins BioPharma 
Product Testing can provide 
support for the release testing 
on the EU territories with 
short turnaround times. We 
also provide QC testing and 
method establishment within 
our harmonized network of 
GMP testing labs and have 
the ability to seamlessly 
perform method transfers, 
synchronizing and exchanging 
data with high precision. For 
larger projects, we can also 
provide dedicated teams to 
perform your testing at one of 
our EU laboratories through 
our Full-Time-Equivalent (FTE) 
service model.

2. UK Release Testing 
Eurofins can also support the 
release of products originated 
inside the UK with QC testing 
and method establishment 
performed at our two facilities 
in Camberley and Livingston, 
UK. We can accommodate 
work either as Fee-For-Service 
or FTE service model.

3. Insourcing Solutions 
Eurofins BioPharma Product 
Testing Professional Scientific 
Services® (PSS) is an award-
winning insourcing model 
developed to support clients’ 
projects with any level of 
complexity in-house. During 
the method transfer or for 
any other need caused by 
Brexit, PSS can support you 
by providing teams to meet 
your testing and other related 
needs in your facility.


