Should we stay or should we go?
The EU and life sciences - behind the sound bites
Barely a day goes by without a new business ﬁgure giving their view on whether the United Kingdom (UK) should remain or
leave the European Union (EU). However, what is not clear from all the rhetoric is what the UK’s rela onship with the EU and
the wider world would look like if there is a vote to leave. That said, if the UK votes to stay, the concessions nego ated in
February 2016 will have to be implemented and the UK’s rela onships within the EU and ability to nego ate further
deroga ons may well be damaged. The people of the UK will go to the polls on 23 June to decide whether or not the UK
should remain part of the EU. The ques on will be:

“Should the United Kingdom remain a member of the European Union or leave the European Union?”
By Helen Cline,
Legal Director, Pinsent Masons
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The impact of a vote to leave on the UK’s life sciences sector is unlikely to loom
large in most people’s decision on how to vote on 23 June. However, while the
EU plays a limited role regula ng healthcare itself – each member state retains
responsibility for deﬁning its own health policy, organising, delivering and
managing health services as well as alloca ng resources to its health systems –
many of the research networks, regulatory systems, funding bodies and forums
for discussion are under the European ﬂag. In addi on, even if the UK were to
vote to leave, decisions made in the EU would con nue to have a profound
eﬀect on the UK and on life sciences businesses opera ng out of the UK; the UK,
however, could lose its voice and its ability to inﬂuence legisla on and regulatory
developments in the EU.
The issues for the sector are far more complex than the sound bites suggest.
Although it would seem that most businesses opera ng in the sector believe that
remaining in the EU is their best op on the rhetoric from both sides of the
debate is short on facts and there are many unanswered ques ons.
What is needed is a more honest debate. In terms of the life sciences sector the
key issue for most voters will be the impact of the referendum result on their
ability to access the best medical treatments and technologies. What is not clear
from the headlines is that this decision is, at least in part, one made na onally.
Given the claims and counter-claims about the pros and cons of leaving, or
remaining in the EU, this ar cle aims to get behind the sound bites to iden fy
the real issues, as well as risks and opportuni es and unanswered ques ons on
both sides of the debate. It will also put the upcoming referendum in its
historical context. This ar cle is not promo ng one view or the other but aims to
be an unbiased assessment of the facts.

www.plg-uk.com

Issue 24 | June 2016 | Page 4

B9:;<=>?@A
Why is the UK having a
referendum?
The United Kingdom joined the
European Community on 1 January
1973, and conﬁrmed that decision in a
UK-wide referendum in 1975. At this
me the EU was known as the
European Common Market (the inset
box has a historic explana on of the EU
and an explana on of the
terminology). The EU is now far more
than a common market and its cri cs
argue that its scope and purpose have
shi ed signiﬁcantly since 1975 in ways
that nobody predicted. Although

suppor ve of the EU single market, the
UK does not support closer poli cal
and economic integra on. This view is
in sharp contrast to the vision of many
other EU member states, including
France and Germany; they view the
EU’s single market as a stepping stone
toward deeper integra on.
Prime Minster David Cameron, in his
Bloomberg speech in 2013, agreed to
nego ate more favourable
arrangements for con nuing UK
membership of the EU, and to follow
these nego a ons with
a referendum on whether the UK
should remain in or leave the EU, if the

Conserva ves won a parliamentary
majority at the 2015 general elec on,
which they did.

What happens if we go?
If the UK votes to leave the EU on 23
June, the secession process will be
triggered and the UK is required to
no fy the European Council of its
inten on to leave. Withdrawal would
not be immediate. There would be a
period of renego a on to determine
the UK’s future rela onship with the
EU. During the renego a on process
the UK would con nue to operate as a
full member state of the EU.

The EU – what you need to know
EEC, EC and EU
The European Economic Community (EEC) was established in 1957. The Maastricht Treaty, ra ﬁed by the UK in 1993, established the
European Union (EU). One of the pillars of this new Union, the EEC, was renamed the European Community (EC). The three pillar structure
established by Maastricht became one, and the European Union replaced the EC, on the entry into force of the Lisbon Treaty in 2009.
The Internal Market
In 1986, the Single European Act was intended to provide new momentum for the establishment of the common market now called the
‘internal market’ or single market. The internal market, arguably the bedrock of the European Union, is an area without internal borders
designed to ensure the free movement of goods, services, capital and persons: the so-called “Fundamental Freedoms”.
The member states of the EU
The EU has gone through a period of expansion and currently comprises 28 Member States. Seven rounds of enlargement of the original
community of six member states have taken place so far with possible further expansion in the future to include: Albania, the former
Yugoslav Republic of Macedonia, Montenegro, Serbia, Turkey, Bosnia and Herzegovina, and Kosovo.
The European Trea es
The Lisbon Treaty amended the Treaty on European Union (‘TEU’, also known as the Maastricht Treaty), and the Treaty establishing the
European Community (also called the Treaty of Rome) and renamed the Treaty of Rome, the Treaty on the Func oning of the European
Union (‘TFEU’).
EFTA
The European Free Trade Associa on (EFTA) is an intergovernmental organisa on set up for the promo on of free trade and economic
integra on to the beneﬁt of its four remaining member states – Norway, Iceland, Switzerland and Liechtenstein. A country joining EFTA is
not automa cally a member of the European Economic Area (EEA).
The EEA
The Internal Market is open to the 28 EU member states and three of the four remaining member states of EFTA (Norway, Iceland and
Liechtenstein) crea ng together the EEA. Although the fourth EFTA member state, Switzerland, is not a signatory to the EEA Agreement, it
beneﬁts from a number of bilateral coopera on agreements with the EU. Currently, membership of the EEA is only open to EU and EFTA
member states and a country joining the EU must apply to be a party to the EEA Agreement. The EEA Agreement provides for the inclusion
of EU legisla on concerning the Fundamental Freedoms throughout the EEA member states, as well as compe on and state aid rules.
EU LAW
EU law is derived from primary legisla on (the Trea es) and secondary legisla on (such as regula ons and direc ves). It is supplemented
by the case law of the European courts (the General Court and the Court of Jus ce) and general principles of EU law applied by the courts –
such as propor onality, legal certainty and subsidiary – as well as fundamental rights which are increasingly part of primary law. EU law
confers either directly or upon implementa on into na onal law rights and obliga ons in each member state, as well as on individuals and
businesses. The European Communi es Act 1972, as amended, provides the mechanism whereby EU law is incorporated into the domes c
law of the UK and enables the implementa on of changes to UK law. In case of a conﬂict between EU law and na onal law, EU law has
primacy.
www.plg-uk.com
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There are many possible alterna ve
outcomes. However if the UK wished to
retain any of the key elements of the
single market - free movement of
persons, goods, services or capital - it
would have to choose a model of
integra on without membership of the
EU such as that enjoyed by the
European Free Trade Associa on (EFTA)
countries. The European Economic Area
(EEA) agreement and the Swiss bilateral
agreements may serve as blueprints for
these nego a ons. Whatever route
were chosen, the UK would no doubt
seek to retain some of the beneﬁts it
enjoys as a member of the EEA.
The UK government could give eﬀect to
its withdrawal from the EU by passing
an Act (the Exit Act) repealing the
European Communi es Act 1972.
The Trea es and all exis ng directly
applicable EU law would cease to apply
to the UK from the date the withdrawal
arrangements entered into force or,
failing that, within two years a er
no ﬁca on unless the member states
and the UK unanimously agreed to
extend this period.
A signiﬁcant amount of UK law
pertaining to the life sciences sector is
derived from EU law, either through EU
regula ons or by way of EU direc ves
which the UK government has itself
implemented. At this point it seems
unlikely that the UK would seek to
repeal all legisla on with roots in the
EU. It is an cipated that transi onal
provisions would be included to ensure
that all UK regula ons made under the
1972 Act and all directly eﬀec ve EU
regula ons extant at the me of the
Exit Act remained in force, unless and
un l revoked or amended.
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EU regula ons could be deemed to
be UK regula ons made under the
Exit Act, eﬀec vely repatria ng them.
Having said that, it should be
recognised that in the event of a
‘leave’ vote there could be
considerable pressure on the UK
Government immediately to repeal
some aspects of EU law that have
been iden ﬁed as problema c or as
giving the UK a compe ve advantage.

What happens if we stay?
A vote to stay, if close, it might be
suggested could amount to a form of
Brexit - a mini-Brexit. As a
consequence of the concessions
announced by Prime Minister David
Cameron, on 12 February 2016, a vote
to stay will mean that the UK will retain
all its exis ng opt-outs. The UK will
acquire ‘special status’ within the EU
which would in eﬀect exempt the UK
from any closer integra on. A revision
to the trea es will be required to
accommodate this concession. What
this and the other concessions
nego ated will actually mean in
prac ce is unclear but the consensus is
that they don’t mean much.

Arguments on both
side of the debate …
suffer from the same
problem: they are
highly uncertain
predictions

If there is a clear majority in favour of
the UK remaining in the EU, it is
possible that there could be demands
for more centralisa on and greater
poli cal union. The ‘leave’ camp argue
that a stay vote is a vote to acquiesce
to future EU demands. If the EU asks
for an increased budget, will the UK’s
‘special status’ mean that it is in a
posi on to say no? Does the
renego a on give us an opt-out? How
will the planned future enlargement of
the EU impact on the UK? Would the
UK have a veto?
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Issues for the life
sciences sector are
more complex than
the sound bites
suggest

“Our health and wealth would beneﬁt
from staying in the EU”
Sir Andrew Wi9y CEO GSK and ninety-two
other life sciences leaders in a le9er to the
Observer 8 May 2016

Given that life sciences companies
operate in one of Europe's most
regulated sectors, the possibility of a
UK exit from the EU throws up a host of
industry-speciﬁc factors to consider. As
is evident from the headline grabbing
sound bites from industry leaders and
from the evidence given to the recent
House of Lords Science and Technology
Commi9ee inquiry on the rela onship
between EU membership and UK
science and the ongoing inquiry on EU
regula on of life sciences,
organisa ons within the sector are, in
general, in favour of con nued EU
membership. However, there are
arguments on both sides of the debate
that are worth addressing.

The EU legisla ve and
regulatory framework
.."rules like the EU Clinical Trials
Direc!ve have slowed down the
crea!on of new drugs to cure terrible
diseases".
Michael Gove’s announcement to join the
leave campaign, February 20 2016

The EU's Clinical Trials Direc ve has
been held up as representa ve of the
EU's failings and one reason why
Britain would be be9er oﬀ outside the
EU. However with new legisla on
already agreed and a ra of other
considera ons in play, does this claim
hold up?
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Although compliance with the complex
system of regula on of research and
clinical development can be a
signiﬁcant burden, and cri cism of EU
regula on in areas such as clinical trials
is jus ﬁed, the beneﬁt of a harmonised
EU regulatory framework that has
taken decades to achieve is important
to the sector. In a departure scenario,
the ques on would arise as to what
would replace the current system? In
the area of clinical trials there is a risk
that a period of hiatus may follow, in
which companies and funders may be
reluctant to invest in clinical
development work in the UK (or even
manufacture, distribute and market) on
the basis that the regulatory system
may be in ﬂux and even that a new
system, albeit theore cally simpler,
may not be as reliable and tested as
pan-European regimes. The costs of
drug development make it unlikely that
companies would take a gamble on
new UK regula on being deemed of a
suﬃcient standard by other regulators
such as the FDA. Living through a
period in which life sciences ac vity
was relocated from the UK to other EU
jurisdic ons as a risk management
strategy could be damaging.
Other arguments for the UK leaving the
EU include complaints about everghtening regula on. However,
companies would have to comply with
EU regula ons to con nue selling into
the EU trading bloc.
There are also examples where the EU
takes the lead and is taking steps to
simplify and take advantage of exis ng
ﬂexibili es in the regulatory and
legisla ve framework, such as adap ve
licensing and the Priority Medicines
Scheme (PRIME).

Issue 24 | June 2016 | Page 7

It is also claimed that EU legisla ve
processes can lock the EU and member
states into a par cular policy approach
or technological solu on that does not
easily allow the impact of subsequent
policy innova on, new scien ﬁc
evidence or developments in
technology to be reﬂected. EU
legisla on can take signiﬁcant me to
nego ate given the need for the
agreement of a qualiﬁed majority of
member states in most cases. Once
legisla on has been adopted it can be
diﬃcult and me-consuming to
subsequently amend or repeal. On the
posi ve side, however, there are
already signs of change within the EU.
There is evidence that the EU is open
to adop ng a more ﬂexible approach
to policymaking. A move to using
guidance to interpret legisla on is
helpful. The EU is also recognising that
member states o en have diﬀerent
perspec ves and legacy health services
and some mes require the ability to
tailor policies according to their own
economic, cultural and poli cal
circumstances. For example, EU
member states have recently been
given greater power and discre on
over whether to allow or prohibit
cul va on of gene cally modiﬁed
organisms (GMO). However, there are
downsides to this approach. The GMO
deroga on was a compromise handing the decision back to member
states comes at a price, exclusion from
the single market. Many of these
issues are also not unique to the EU.

Indeed there are diverging views on
GMOs even within the UK with those
of Scotland, Northern Ireland and
Wales diﬀering from the English
perspec ve.
Another cri cism is the lack of
engagement early in the EU legisla ve
process with scien ﬁc advice and
exper se. Whilst acknowledging the
new EC Scien ﬁc Advice Mechanism,
evidence given to the EU Regula on of
the Life Sciences Inquiry iden ﬁed this
as one area where there is the greatest
scope for improvement within the EU.
Examples of policy areas where there
has not been enough engagement
early on are the clinical trials and data
protec on regula ons.
The convergence of sectors and
technologies in areas such as digital
health is also challenging exis ng EU
regulatory silos and there is a need for
a more ﬂexible approach. However it is
unlikely that the UK’s ability to tackle
this would be any be9er outside the
EU. As previously discussed, the
downside to any go-it-alone policies, is
that there is the consequen al loss of
the single market.
Many in the ‘remain’ camp argue that
if the UK leaves the EU, no alterna ve
to full membership will give the UK the
ability to inﬂuence the direc on of EU
regula on and legisla on. That may be
true, but it seems per nent that the UK
is the most out-voted member state in
the EU Council.

Funding
Outside the EU there is the possibility
that the UK would have reduced access
to EU funding and much reduced
inﬂuence on the strategic direc on of
the various EU schemes.
UK life sciences organisa ons have
beneﬁted substan ally from their
ability to par cipate in grant funding
schemes administered by the EC such
as the Framework 7 programme and
the current Horizon 2020 programme
as well as the European Investment
Fund. As well as access to considerable
funding, there has been the more
intangible, but s ll signiﬁcant beneﬁt,
of par cipa on in arrangements
through the Innova ve Medicine
Ini a ve that o en facilitate
collabora on between organisa ons
across Europe, both academic and
public sector research ins tu ons and
private sector companies. This has led
to some valuable outputs and
knowledge sharing. There are
concerns that the UK outside the EU
risks losing the right of UK
organisa ons to par cipate in such
programmes. However, it is arguable
that leaving the EU and possible relief
from obliga ons to pay contribu ons
to the EU budget could make more
money available for the direct funding
of UK R&D. However it is by no means
certain that such funds would be used
to ﬁll any gaps in R&D funding.

UK life sciences organisations have benefited substantially from
their ability to participate in grant funding schemes
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Access to these collabora ve
programmes is possible from outside
the EU. Switzerland, a member of
EFTA, has engaged in them as an
external par cipant. However, broad
compliance with EU principles is
necessary to get access to funding and
collabora on through programmes
such as Horizon 2020. A vote to leave
the EU is likely to harden UK
government policy on immigra on.
This may make it diﬃcult to win
poli cal support in the UK for the
freedom of movement terms that are
required to secure associate status for
access to EU research networks.

Licensing deals
Life sciences organisa ons also
currently beneﬁt from the stability of
EU laws and regula ons which govern
research and technology licensing
such as the R&D block exemp on and
the technology transfer block
exemp on. The provisions of these
exemp ons have been in place for
some years and provide a general
posi on which allows for contrac ng
on a familiar and fair basis, restric ng
unfair terms such as a requirement for
a licensee of a patent to be compelled
to assign any improvements to the
patent owner. Whether these
provisions would con nue to apply
will depend on the terms of the
renego a on. If the UK was outside of
European compe on regula on it is
uncertain what elements of these
provisions the UK would retain and
which may be replaced altogether.
During the nego a on process the UK
could seek to limit the uncertainty by
repatria ng the exemp ons into UK
law.
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..it is not possible to say definitively the extent
to which membership of the EU is a factor in
inward investment decisions
Investment
Establishment in the EU gives
companies access to a single market of
some 500 million people, with a
combined GDP of £11 trillion, in which
companies can freely trade. While it is
not possible to say deﬁni vely the
extent to which membership of the EU
is a factor in inward investment
decisions, it is undoubtedly a factor.
Many non-EU ﬁrms regard the UK as
the way into the EU market. How
would an exit from the EU and any
renego a on impact these ﬂows? In
the period of uncertainty during any
renego a on of the UK’s rela onship
with the EU there is a risk that foreign
companies could divert or postpone
investment into the UK. However if
the UK government con nues to
deliver on its strategy for the sector
and puts in place measures to
encourage con nued inward
investment such as tax incen ves and
reliefs there is no reason why in the
longer term inward investment would
not fully recover and even increase.

Trade and global markets
The EU facilitates global trade by
providing access to over 50 markets
outside the EU through trade deals.
Although both the EU and member
states are members of World Trade
Organisa on (WTO) in their own right,
in prac ce, within the WTO the EU
speaks on behalf of both the EU and
the member states.
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EU membership is a precondition
for participation in the new unitary
patent system
The EU has successfully nego ated a
free trade treaty with South Korea
and there are ongoing nego a ons
for a controversial agreement to
abolish all business tariﬀs between
EU and US.
No alterna ve arrangements to full
membership of the EU will provide UK
businesses with access to the free
trade arrangements the EU has in
place with third countries. Many of
these free trade agreements, as well
as removing tariﬀs, mutually
recognise products approved under
similar and equivalent regulatory
systems. Post an EU exit unless the
UK joined EFTA and could beneﬁt
from its trade agreements, the UK
might ﬁnd itself having to renego ate
trade agreements with over 50
countries. A UK outside the EU would
be able to nego ate new deals but
would the UK’s nego a ng power be
the same as the EU’s and would it be
able to contract on the same terms as
the EU?
Also, will nego a ng a trade deal
with the UK be a priority for these
countries? It could be that the UK’s
nego a ng power is weakened and it
may ﬁnd itself under pressure to
open up its markets without full
reciprocal access. That said, there are
disadvantages in the current
arrangements. The interests of all 28
member states have to be
considered.
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The protracted nego a ons and
diﬀerences of opinion recently
exempliﬁed by the Dutch referendum
on the EU’s agreement with Ukraine
highlight the downside of the EU’s
exclusive competence over trade and
commercial policy.

Patents
In terms of patent registra on and
enforcement in the UK as currently
prac sed an exit from the EU and the
consequen al renego a ons would
have li9le impact. With a few
excep ons, patent law is not
harmonised across the EU. It is
deﬁned by na onal law and
interna onal trea es such as the
European Patent Conven on (EPC).
However EU membership is a
precondi on for par cipa on in the
new unitary patent system: if the UK
is no longer an EU member state,
unitary patents would not have eﬀect
in the UK and the UK could not be
party to the Uniﬁed Patent Court
(UPC) Agreement. The UPC aims to
facilitate more consistent decisions in
patent li ga on. If the UK were no
longer in the EU, patent protec on
for inven ons in the UK would be
obtained (as now) by either valida ng
European patents upon grant to have
eﬀect in the UK, or by ﬁling na onally
through the UKIPO or under the
auspices of the Patent Coopera on
Treaty (PCT).
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Having a harmonised and level playing
field is of course a bonus
The UK is currently the leading venue
for life sciences patent li ga on in
the EU with a wealth of relevant
exper se. The life sciences seat of the
central division of the UPC is currently
located in London. This does not
seem to be dependent on the UK
being part of the unitary patent
system (or indeed a member state of
the EU). However, if the UK was no
longer able to par cipate in the
unitary patent system, it is likely that
this London-based seat of the central
division would be moved to another
member state.
One area of patent harmonisa on in
the EU is the Biotechnology Direc ve.
There have been calls for the UK to
withdraw from EU jurisdic on in
biosciences to escape what has been
termed "an -science" poli cs in
Europe. The Biotechnology Direc ve
and decisions around patentability
are seen to be undermining
conﬁdence in the EU commitment to
create a favourable place for life
sciences companies to do business.
However, even within the UK
opinions on the availability of patents
in the ﬁeld of biotechnology remain
divided and an EU exit is unlikely to
resolve this issue.

Data
It is possible that smarter policy
making to support the use of big data
analy cs in the UK in medical
research might arise if the UK votes to
leave. However, any changes to UK
data privacy rules that do not accord
with EU law could jeopardise
investment in the UK.
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Changes will be made to the UK's
data protec on framework regardless
of which way the vote goes. If the UK
votes to remain in the EU then the EU
General Data Protec on Regula on
would apply to businesses opera ng
in the UK or targe ng UK-based
consumers. If the UK votes to leave
the EU then there is considerably
more uncertainty over UK data
privacy rules.
As it is not yet clear what the nature
of the UK's rela onship with the EU
would be post-exit, the new General
Data Protec on Regula on could
either apply in the UK or at least
heavily inﬂuence how a post-exit UK
data protec on regime would look.
Life sciences organisa ons want
consistent data privacy rules across
na onal borders in Europe and might
think twice about laying founda ons
in the UK if using UK data centres
would not give them an automa c
right to transfer data across the
whole of the EU.

Other considera ons
Other considera ons that have not
been touched on in this ar cle
include workforce, taxa on and
compe on law. However, nobody is
sugges ng, whatever the outcome,
that borders would be closed to
scien sts, engineers or professionals.
The evidence is that countries with
immigra on systems based on strict
point’s quotas, such as Australia,
ensure free ﬂow of skilled
professionals.
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UK is often seen as the driver of change
and a moderator of more extreme views.
The impact of a future UK exit from the
EU on the devolu on se9lement should
also be considered. Would a UK exit
from the EU trigger a new referendum
on ScoWsh independence or calls for
further devolu on from other UK
na ons? What would be the
implica ons if an independent Scotland
voted to remain in or rejoin the EU?
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‘the choice in this referendum: our
economic security and global inﬂuence
as part of the EU, or a leap in the dark.’
Life Sciences Minister George Freeman
MP in response to le9er to the Observer
8 May 2016

Is the success of Switzerland’s
pharmaceu cal industry evidence that
life outside the EU is not incompa ble
with a thriving life-sciences sector?
As the centralised procedure and
incen ves such as orphan designa on
would no longer apply to the UK, some
arrangement with the EMA would be
important. Assuming some agreement
could be reached quickly during the
nego a on period when the UK would
s ll be a member of the EU any
disrup on could be minimised. The UK
could perhaps nego ate a Mutual
Recogni on Agreement similar to
Switzerland’s.
Switzerland also has a long tradi on of
coopera on in research and innova on
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with the EU. Researchers in Switzerland
have been par cipa ng in the EU
Research Framework Programmes since
1988. However, Switzerland’s ability to
par cipate was compromised when it
adopted stricter immigra on policies.
As discussed earlier; a vote to leave the
EU is likely to harden UK government
policy on immigra on. This may make it
diﬃcult to win poli cal support in the
UK for the freedom of movement terms
that are required to secure access to EU
research networks and funding
programmes.
Outside the EU it is arguable that the
UK would s ll be an a9rac ve place for
life sciences organisa ons to do
business and invest. Other than our EU
membership there are other factors
that make the UK a9rac ve including a
world class science base; many of the
world’s top universi es; a unique
resource of pa ent data from within
the Na onal Health Service (NHS); a
suppor ve taxa on regime; and a well
established and progressive regulatory
regime.
What is diﬃcult to predict is the impact
of a vote to leave the EU on these
resources. Those in the ‘remain’
campaign argue that single market
access is a key factor in the decisionmaking process for foreign companies
but perhaps this has been over
emphasised? No one is sugges ng the
UK would stop trading if it le the EU.
Having a harmonised and level playing
ﬁeld is of course a bonus and reduces
costs and paperwork but trade is likely
to con nue with the EU.
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It has also been argued that a vote to leave the EU would
mean that medicines would be launched later in the UK. But
why not UK-ﬁrst and not UK-last? If a UK-last approach
proves to be an accurate predic on, it seems unlikely that a
vote to leave the EU would be the deciding factor. The
economic climate in the UK is forcing prices down and many
businesses no longer ﬁnd it viable to innovate and
commercialise products here. This is not an issue
associated with EU membership.
Although the harmonised regulatory framework and funding
and collabora ons under the auspices of the EU are
important, of equal or perhaps more importance to life
science businesses is that systems are in place to ensure the
speedy adop on of medical innova ons. The EU legisla on
to fast track innova ve drugs, has been underused.
Although there are moves in the EU arena to remedy this
with adap ve licensing and the PRIME scheme, the UK has
launched its own ini a ve, the Early Access to Medicines
scheme. This aims to make medical treatments that sa sfy
certain criteria available to pa ents in the UK before
anywhere else in the world.
Pricing and reimbursement decisions remain a na onal
competency. In England reimbursement decisions are made
by NICE. Leaving or staying in the EU will not on its face
inﬂuence these decisions although there are those that
argue that if the UK le the EU the UK government would be
under pressure to act to preserve investment in the UK’s life
sciences sector and the regulatory mechanisms already
under review as part of the Accelerated Access Review
(AAR), including the NICE appraisal process, would be
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changed. The ﬁnal report of the AAR has been delayed un l
a er the 23 June, possibly to allow for some last-minute
nkering should the vote be to leave.

Conclusion
Arguments on both sides of the debate that say there will be
this cost, or these beneﬁts, to leaving the EU suﬀer from the
same problem: they are highly uncertain predic ons. It is
only possible at this stage to speculate what kind of deal the
UK (or even possibly England on its own) will be able to
nego ate not only with the remaining member states of the
EU, but also with countries outside the EU.
At the end of the day although many of the sound bites from
the ‘remain’ campaign are about how the UK needs the EU,
the reverse is also true.
The UK is o en seen as the driver of change and a
moderator of more extreme views. An EU without the UK
could collapse. The ’leave’ campaign point out that EU
countries are net importers into the UK and that it is
arguable that this would mean that the EU would not put up
trade barriers. On the other hand, however, it may be seen
to be important to make an example of the UK to ensure
that the UK exit does not set a precedent for similar ac on
by other member states. This might be more important to
policy makers than the impact tariﬀs might have on EU
companies expor ng to the UK. Only a few countries within
Europe export a signiﬁcant amount to the UK and the
remaining 27 member states would all have an equal vote in
the post Brexit nego a ons.
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No one knows what will happen on 23
June. Whatever the outcome, the EU
will con nue to have an impact on the
UK and the life sciences sector.
If the people of the UK vote to leave the
EU it seems unlikely that this would be a
disaster for the UK’s life sciences sector
as some have suggested. The life
sciences sector has been described as
the ‘jewel in the crown’ of the UK
economy and it is reasonable to
suppose that poli cians and civil
servants will ﬁnd a way to limit the
damage.

What needs to be done?
The uncertain es surrounding the
upcoming referendum and its a ermath
are such that there may be a
tempta on to adopt a wait-and-see
approach un l the referendum result is
known. However, these ac on points
are worth considering:
• Ensure access to informa on on
progress of renego a ons /
implementa on of concessions to
facilitate appropriate plans in
response and considera on of the
commercial opportuni es.
• Put in place con ngency plans
around the diﬀerent referendum
scenarios that take account of the
varying permuta ons around trade
rules, regula ons and access to
funding. Review and adjust these as
more informa on becomes
available.

• Open dialogue with clients and
subsidiaries in the EU to plan for
the possible impact the referendum
and any consequen al nego a ons
might have.
• Review and build ﬂexibility into
exis ng and future contractual
arrangements to protect key
contracts and consider how
contracts may be aﬀected by
diﬀerent referendum and
renego a on scenarios.
• Review patent ﬁling and
commercialisa on strategies in the
light of new patent choices and
forums for enforcement under the
unitary patent system. The riskbeneﬁt analysis of one choice over
another may change in light of the
referendum decision.
• Review product pipeline and
consider how the result of the
referendum might aﬀect
development and launch plans.
• Ensure data availability and
consider whether key data is
available locally in the UK and/or in
EU member states following the
referendum.
For more discussion of these issues see
our ar cle "Reposi oning Deals Con ngency Planning for Possible UK
EU Breakaway" published in issue 22
July 2015 of the PLG's Business
Development and Licensing Journal.

The author would like to acknowledge the assistance
of Louise Fullwood in wri2ng this ar2cle. The opinions
in this ar2cle are the author’s own.
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Healthcare Business
Development Training
The PLG UK Ltd provides a range of comprehensive training courses that cover all areas and stages of Healthcare
Business Development, from the Introductory course to the MSc. PLG members and group bookings qualify for
discounted rates.

Introduc on to Healthcare Business Development is a three day training course
covering the key elements of Licensing and Business Development. It has a 12 strong
faculty providing guidance on best prac ce using case study material. It also includes a
hands-on example of nego a ng a deal.
Early Stage Healthcare Training is a new one day training course devised by the PLG to
provide a comprehensive overview of Healthcare Business Development fundamentals
for those involved in early stage deals.

The Masterclass is an interac ve two-day course which provides delegates with
prac cal in-depth analysis and tools for Healthcare Licensing and Business Development.

Con nuing Professional Development Single Subjects by Distance Learning
The individual modules which comprise the MSc are available as stand-alone units.

MSc in Pharmaceu cal Business Development & Licensing
The Pharmaceu cal Licensing Group in conjunc on with the University of Manchester
runs a modular distance learning course which can result in an award of an MSc in
Business Development in the Healthcare industry. This course oﬀers a range of modules
which can be studied sequen ally to secure a full MSc qualiﬁca on.

www.plg-group.com/training
www.plg-uk.com
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