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Foreword

referendum to decide whether the UK should leave or remainin the

EU will be held on Thursday, June 23™. So far much of the debate has
focused on the economic and political implications, including the need to
renegotiate trade links, the arguments over free movement of labour and
the possible resignation of the UK Prime Minister. Yet all of these issues
will have knock-on effects for healthcare, a sector of supreme national
importance and one in which the EU plays a critical role.

This report from The Economist Intelligence Unit Healthcare

analyses how an exit from the EU could affect the whole healthcare
ecosystem. We have assessed the implications for all sectors, from
R&D to pharmaceuticals to health service delivery, looking at the
effect on health spending, pharmaceuticals trade and investment,
EU-led requlation, and recruitment for the National Health Service and

companies. Like manyin the health service and the pharmaceuticals
industry, we have concluded that there are substantial risks for the
country’s health sector if the UK leaves the EU.

Pinpointing these risks, and making the link between macro-economic
and political trends and theirimplications for companies, speaks to
the EIU’s unique expertise in healthcare. Over the past few years, we have integrated two specialist
consultancies—Clearstate, a healthcare marketinsight and intelligence business, and Bazian, a
clinically led consultancy dedicated to evidence-based medicine—into our existing forecasting and
policy analysis business. The result is a practice that provides customised research, analysis and advice
toindustry as well as public bodies and not-for-profit organisations in the following areas:

® Commercial research and advisory

® Evidence-based solutions

® Economic forecasting and policy analysis
® Marketing and communications

Please send your feedback to: vbh@eiu.com
For more whitepapers, please visit us at:
http://www.eiu.com/healthcare

Annie Pannelay, Principal, EIU healthcare

Ana Nicholls, Managing editor, EIU industry briefing

2 © The Economist Intelligence Unit Limited 2016



Healthcare markets in Europe:
What would be the impact of Brexit?

Introduction

nJune 23rd the UK will vote on whether or not to leave the EU. While those campaigning for
O Brexit have focused on issues of sovereignty and border controls, those opposed (including the
ruling Conservative government) have focused on the economic and political risks of an exit. With
opinion polls finely balanced, the stakes are high: a vote in favour of Brexit would have far-reaching
implications for the future of the UK, including its healthcare sector. In this paper we will discuss the
possible knock-on effects of Brexit for the National Health Service (NHS), the life sciences industry and
healthcare innovation in the UK.
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Health spending and investment

Economic and political risks'

The risks of the UK leaving the EU have increased as the referendum approaches, but The Economist
Intelligence Unit continues to expect the UK to vote in June to stayin the EU. If the UK were to vote
to leave the EU, it would trigger economic and political turmoil, albeit largely in the short term. We
already expect the currency to depreciate in the run-up to the referendum, but a vote for Brexit would
prompt a sharp renewed sell-off, driven by an assessment of the potential costs involved in leaving
the EU. Investors would be concerned that capital and labour flight would impair the economy,
undermining the UK’s safe-haven status.

After theinitial shock there would be a gradual return to market stability, but broaderinvestor
sentiment would be slow to recover and credit spreads would be wider than before, reflecting higher
risks associated with UK borrowers. Uncertainty about the economic outlook would also lead to an
increase in precautionary savings and delayed investment decisions, ultimately hurting the pace of
economic growth.

Economic turmoil would be accompanied by a domestic political crisis, probably involving the swift
resignation of the UK Prime Minister, David Cameron. His replacement would have to lead a governing
party that would be entirely riven on the issue of Europe, with around half of the Conservative Party’s
331 parliamentarians having positioned themselves on each side of the debate. These divisions within
the governing party would undermine government effectiveness. So too would the need to devote
significant political resources to countering the surge in uncertainty that a vote to leave would have
created.

The medium-term economic costs associated with Brexit would depend entirely on the precise
details of the exit agreement, which the UK would have two years to negotiate once it notified the
EU ofitsintent to withdraw. In a highly regulated industry such as healthcare, the details of the exit
agreements are critical. Such negotiations would involve striking a balance between retaining access
to EU markets and freeing the UK from EU rules, notably in relation to the free movement of people.

The UK could apply to be part of the European Economic Area (EEA), a grouping thatincludes
non-EU members Norway, Lichtenstein and Iceland as well as EU members. This would allow it to
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retain access to the huge EU market, and retain membership with the European Medicines Agency. Yet
belonging to the EEA involves free movement of people within the EU and EEA states, which is unlikely
to be welcomed by those opposing EU membership. Switzerland, which is notin the EU or the EEA, has
also agreed to free movement of labourin exchange for trade access. In this paper, we will focus on the
impact of a Brexit on the assumption that the government would not seek to join the EEA, and would
instead try to negotiate trade deals that limit free movement of labour. Such negotiations would be
time-consuming and are likely to take several years to complete.

Those campaigning for Brexit argue thatin the long term, the UK would gain more opportunities
for trade growth outside the EU, particularly with faster-growing emerging markets. Free trade
agreements between the EU and other parts of the world often take years to negotiate - negotiations
with India, for example, beganin 2007 and are still stalled owing partly to the complexity of satisfying
demands from 28 EU nations at once. On its own, the UK may be able to negotiate such deals far more
quickly. Furthermore, once out of the EU, the UK would be protected from the economic consequences
of the ongoing problems in the euro zone. In the short term, meanwhile, the UK would gain from
cancelling its contribution to the EU budget, which Nigel Farage, leader of the UK Independence Party
puts at £55m a day (£20bn a year). A fairer estimate is the UK net contribution of around £8.5bn a year.

Nevertheless, mostindependent assessments see substantial economic risks to Brexit. In a recent
studythe OECD concluded that the UK would suffer from the loss of access to the EU market, and
lose some preferential access to third-country markets as a result of leaving the EU. Even if the UK
negotiates a new trade agreement with Europe, being outside the EU would damage trade, foreign
directinvestment and productivity. According to the OECD, the impact would be at least £2,200 per
household, only partially offset by that £8.5bn in EU budget savings.

The Economist Intelligence Unit agrees with this gloomy assessment. Indeed, recent statistics
suggest that the UK economy has already slowed partly because of the uncertainty surrounding the
referendum, which may have led some companies to defer investment. If the referendum resultsin a
vote for EU exit, then we forecast that the economy could tip into recession in 2017 with only a minimal
recovery over the following three years. This compares with our current, non-Brexit forecast of GDP
growth averaging 1.8% in the years to 2020.

© The Economist Intelligence Unit Limited 2016
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The risks for health spending

The economicand political implications of Brexit could translate directly into economic and political
implications for the health sector. The current Minister for Health, Jeremy Hunt, has taken a firmly
anti-Brexit stance, arguing that the NHS would face policy turmoil, budget cuts and an exodus of staff
ifthe UK leaves the EU. If the economy does indeed slow or even go into recession, the result will be a
reduction in tax revenues and therefore a reduction in the funds available for public services such as
health.

According to the World Health Organisation, healthcare accounted for 9.1% of UK GDPin 2014, and
for 17% of the general government budget. Taking into account the projected drop in GDP associated
with Brexit, therefore, we calculate that by 2020 healthcare spending per head would be around £135
lower per head than our core forecast if the UK stays in the EU (see Figure 1). This is on top of the
£22bnin efficiency savings the NHS is still expected to deliver by 2020.

Figure 1: UK healthcare spending forecasts
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=== \\lithout Brexit = \\/ith Brexit
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Source: The Economist Intelligence Unit forecasts.

Not everyone agrees with that grim assessment. As part of their campaign for Brexit, Conservatives
for Britain have published a proposed budget to end austerity™ that focuses heavily on healthcare
spending plans. It claims that leaving the EU, and ending our contributions to its budget, will give the
UK at least £10bn extra each year to spend on its priorities. In the first post-Brexit budget, it suggests
spending £2.05bn of that on NHS staff and training, £400m on currently unfunded treatments, and
£200m on cancelling hospital car parking charges. Moreover, one of the public concerns over high
migration is the strain itimposes on public services such as healthcare; although mostimmigrants
are relatively young, and therefore light users of health services at present, there are regions of the
countries where doctors report that they have struggled to cope with increased demand.
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Nevertheless, there seems little doubt that if Brexit does impact the UK economy as expected,
the country’s NHS would not be able to avoid another squeeze on funding. Mr Hunt himself, as part
of the Remain camp, may lose his job, sparking a shiftin health policy. EU membership also involves
otherimplications for healthcare that go beyond the national border. Oneis the UK’s membership
of the Stockholm based European Centre for Disease Control (ECDC), which monitors the spread
of communicable disease. Coordination across countries in this area is critical and replacing the
established structure would be a challenging task.

Trade and foreign investment

If leaving the EU does eat into health budgets, this will not only impact spending on health services
butalso on suppliers, including the pharmaceutical industry. We forecast that pharma sales could

fall sharplyin the years following Brexit (see Figure 2). When it comes to overseas trade, moreover,
currency depreciation and increased trade barriers would eatinto overseas revenues. According to the
International Trade Council, UK pharma exports to the EU were valued at around £15bn in 2015. The
Confederation of Business Industry (which is anti-Brexit) puts the total even higher, ataround £30bn.

Figure 2: Change in forecast pharmaceutical sales, UK

[T Change in pharma sales, Brexit scenario compared to baseline (£ m); % change vs non Brexit scenario; e
left scale right scale
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400 Pharmaceutical sales: 2
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Source: The Economist Intelligence Unit forecasts.

Pro-Brexit campaigners counter that the UK currently runs a large trade deficit on pharmaceuticals
with the EU. Non-EU exports, meanwhile, are growing faster than those to the EU, so freeing the UK to
make bilateral trade negotiations would help to support that. But protecting the EU portion of the UK's
pharmaceutical trade would certainly entail a rapid renegotiation of trade links in the wake of an exit.

The UK’s exit from the EU would also impact on foreign investment, because the opportunity for
multinational companies to establish sound business bases in Europe would shrink. Many healthcare
suppliers, particularly those from outside the EU, see the UK as one of the best places to establish
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their European headquarters. While the country boasts its home-grown multinationals, notably
GlaxoSmithKline and AstraZeneca, US companies such as Gilead Sciences and Eli Lilly have established
their European headquartersin the UK. By doing so, they benefit from an English-speaking base, with
access to a large international pool of potential skilled staff, and from well-connected airports, as well
as trade links.

One attractive feature for foreign life sciences investorsin the UKis also the presence of the London-
based European Medicines Agency, which is the main regulatory body for EU drugs registration. This
makes the UK a particularly attractive base for non-EU companies. For example, Shionogi, a Japanese
pharmaceutical company, and Vertex, a US company, have chosen the UK partly because the EMA will
take an advisory role, and help them to figure out how European regulations work.

Post-Brexit, however, the UK would no longer provide the ideal point of entry to European markets.
Instead it would be just oneisolated European market that cannot be entered using the EU centralised
pathway. Business opportunities for healthcare suppliers would become less attractive. Regulations
governing registration and trade would be more cumbersome, increasing the cost of doing business.
Recruitment, too, would become more difficult and costly. Upstream, the opportunity to make the most
of a rich research network could also be impacted.

Research funding

Scientific research in the UK is particularly well-funded on a public, if not on a private level. Itis also
cost-effective. In recent years, the UK’s Gross Domestic Expenditure on Research and Development
(GERD) has been shrinking.”However, the country’s research output — as measured by the number of
publications published each year — has increased from fewer than 40,000 publications a yearin 1981 up
to close to 100,000 papersin 2011". This growth was faster thanin the US, for example.

Indeed, the UK tops the world in terms of the number of articles per million dollars GERD. In 2012,
according to Scopus and OECD MSTI, the UK published close to 4 articles per million dollars GERD,
against fewer than 1.5 articles for the US. The UK’s rise was particularly strong in when it came to
internationally co-authored papers, which rose from 6% of the totalin the 1980s to 33% currently."
Theinternational profile of a paper’s authors is critical to the number of citations.

According to the OECD-Scopus report “Scientists for the EU", the UK's research success can be
directly attributed to the 15% of UK public funding that comes from the EU. Those funds are targeted
atinternational collaborations and, according to the report, replacing those funds with national
investment would diminish this international element, and reduce the research benefits to the UK.

This is particularly true of two large EU-led research programmes: Framework 7 and the newer
Horizon 2020. The UK could become an Associated Country to Horizon 2020 in order to continue being
part of the programme, yet its share of funding would likely fall drastically. Moreover, the UK would
not have a political say in the development of the programme. In such a situation, some important UK
institutions such as the Wellcome Trust of Cancer Research UK, which are regular EU project leaders,
would have a hard time retaining theirinternationalinfluence.
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The skills question

ealthcareis anindustry that requires specialist skills and training. As the largest UK employer,
H the NHS employs over 1.5m people, including around 111,000 doctors" and 315,000 nurses and
health workers (see Figure 4). Around 8% of the UK’s doctors now come from EU countries, which
means that around 10,000 doctors currently employed by the NHS would potentially be affected by
Brexit. Data from the British Medical Journal*also show that there were close to 40,000 registrations
for new nursesin 2015, and that 10,000 of those come from the EEA and a mere 2,000 from outside the
EEA. Although itis not certain that EEA workers would be asked to leave if the UK votes for Brexit, their
tenure would become more uncertain. They would also become harder to replace if they did leave.

Figure 3: Nationality of NHS doctors, nurses & health visitors

British EU (28 member states Non-EU . s
W British MU ) Nurses & health visitors

Total=314,966

Doctors 49,938
Total=111,127 (16%)
22,901
(21%) 18,783
(6%)
78,412 246,167
9(5}15 (71%) (78%)

Source: Health & Social Care Information Centre, 2016.

Demand for staffis rising, moreover, as the UK population ages and care needs become more
complex. The number of doctors and nurses compared to the overall UK population is notoriously
low, with 2.8 doctors and 8.2 nurses per 10,000 populationin 2012, compared with OECD averages of
3.2.and 8.9. The UK’s ratio has been improving, however, and in the past few years Health Education
England (HEE), which manages NHS recruitment, has put substantial resources into training and
recruiting medical workers. Its workforce commissioning plans*should bring in 80,000 new recruits
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by 2020. Even so, HEE acknowledges that the combination of retirement, staff turnover and increased
demand means it will struggle to keep up with NHS demand. Brexit would add to those pressures.

Ifthe UK does vote to leave, there will be three ways in which the NHS can minimise the effect on
its workforce. Oneis to try to increase the supply of UK-trained staff. Conservatives for Brexit plan to
reallocate some of the UK's EU budget contributions towards providing grants to train new nurses.
There would no doubt also be new measures to attract former NHS employees, including retired nurses,
back into employment. Would the allocated training budget of £200m be enough, though? Assuming
it costs £70,000 over three years to train each new nurse, the budget would cover around 8,500
training places a year. Even so, hiring costs will rise and recruitment periods will lengthen. The NHS
would become (at least temporarily) reliant on agency staff to fill gaps - if enough agency workers are
available. That could exacerbate recruitment problems if existing NHS workers take advantage of this
demand to leave their full-time jobs for more lucrative agency work.

The second way to address the recruitment gap would be to put measuresin place to retain existing
staff, including those from the EEA. If the UK does vote in favour of Brexit on June 23", then the
processes need to put an exit vote into effect will take around two years from the decision date. The
government could use that period to work out an amnesty procedure for key workers, including those
in the health sector. Others may decide to apply for British citizenship, and some have already started
doing so: Home Office figures released to The Times newspaper show the number of foreigners applying
for UK citizenship rose from 4,179 in the third quarter of 2015 to 5,245 in the fourth quarter, a 26%
increase. Even so, in future EEA health workers who might have considered moving to the UK would be
more likely to head for an EU countryinstead.

The third way of protecting the NHS workforce would be to step up recruitment drives in non-

EEA markets in Asia, Africa and elsewhere. According to Emma Bartlett, a partner and specialistin
employment law, UKimmigration hurdles would probably fall for non-EU nationals, especially for
categories such as care assistants, nurses and doctors. However, the UK would be competing in a global
recruitment market against other countries, from Australia to Brazil, which are eager to attract health
professionals. Even with increased investment to guarantee attractive salaries, and longer timelines to
recruit skilled overseas staff, would there be enough applicants willing to go through a quota system to
move to the UK? As for less skilled workers, essential for care homes and elsewhere, would the UK have
toincrease salaries to make the country a more attractive place to work? Again, that would push up
costs for health service employers.

The NHS is not the only employer that would face new challenges and costs: the implications for
companies would be immense. The UK based pharmaceuticalindustry directly employs around 73,000
people, of which 10,000 work in research and development (R&D)* Although many of these are British
nationals, multinational companies with bases in the UK typically employ international teams, for
many reasons. These include the ability for teams to rotate from country subsidiaries to headquarters,
particularly for training purposes, in order to guarantee better communication across teams, better
networking capabilities, and the opportunity for all employees to speak a shared language.

Moving experienced professionals, and their families when needed, would prove more cumbersome
ifthe UK were to exit the EU. Recruiting skilled staff would also become more difficult, imposing new
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costs on the business. Meanwhile, limiting the movement of students and researchers would leave the
UK with reduced access to international talent, and may even drive some British-based researchers out
of the country as they search forinternational collaborators.

Employment and employees rights

While costs, and possibly wages, may rise, another factor health workers are likely to consideris the
UK’s working conditions. The impact of the EU has been particularly strongin the area of employment
law, promoting working rights that the current generations at work take for granted. In the past 20
years, legislation on discrimination has grown, for example, starting with disability rightsin 1995 and
culminating in the 2010 equality laws (see Figure 4). With these rights fully established it is difficult to
envisage how they could be reversed, but the UK would probably move to adjust its laws.

More flexible employment laws could be seen as a benefit to employers, which may be willing
to work with a non-EU constrained government to work towards reducing protections. That could

Figure 4: Discrimination rights milestones
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Source: EIU Analysis.

improve the UK’s competitiveness in some areas. However, for UK workers — and those contemplating
moving here - that means there is a risk of losing some of the progress made under EU membership.
The consequences for the NHS as an employer could be important, particularly given the reliance on

temporary agency staff.

To cope with demand, irreqular working patterns and the need for skilled staff, the NHS has relied
on agency staffin recent years. Indeed high spending on agency staffis one reason why NHS Trusts,
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which run the country’s hospitals, are now running a regular and growing budget deficit. As a result,
NHS England has stepped in to restrict the use of agency staff unless absolutely necessary. In addition
agency staff have been given additional rights, including better pay and access to full-time vacancies
within the business from the very start of their temporary employment period. After 12 weeks, they
earn the right to the same pay, bonuses, working time and holiday as full-time employees.

These regulations were based on the rationale that a worker who is better treated and sees their
role as a long-term one is more likely to be committed to their mission and the care of their patients.
For businesses, however, those requirements can be costly and cumbersome to navigate. Post-Brexit,
intense recruitment pressures could mean that these regulations will not be implemented, or will be
amended to introduce more flexibility. In the case of the NHS, that could have an impact on the quality
of the service delivered.
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The regulatoryimpact

Market access

Backin 1995, when the European Medicines Agency (EMA) was set up in London, its first step was to
establish free movement of medicines. The EMA's first annual report* stated that “the diversity in
regulatory practices is a complex challenge and the EMEA benefits from the richness of the different
traditions”. Today the idea of going back to country-specific regulations —as opposed to a centralised
procedure for market authorisations applicable to 28 countries - worries the life sciences industry.
Harmonisation of regulatory policies is now taken for granted across Europe, and the EMA is perceived
as a strong and competent authority.

Drug authorisations
Currently, differentauthorisation pathways coexist through the EMA. These include:

® a centralised authorisation procedure, compulsory for new active substances to treat certain
designated diseases;

® nationalauthorisation procedures for products approved before the EMA’s creation;

® mutual recognition procedures, enabling a marketing authorisation granted in one member state to
be recognised in other EU countries;

® a decentralised procedure, which enables the authorisation of a medicine simultaneously in several
member states.

Despite their complexity, the fact that all of these routes are overseen by the EMA represents a
tremendous saving compared with the previous system, whereby applicants had to secure as many
market authorisations as there are EU members.

Ifthe UK does leave the EU, without applying for EEA membership, then it would no longer be
covered by the EMA-based system. The country would urgently need to devise a framework to ensure
marketing authorisations for existing centrally authorised products are maintained, says Mikael
Salmela, partner and specialistin corporate law in the life sciences sector, so that these can carry on
being used for treatment. For new products, the UK would need a national authorisation, to be issued

© The Economist Intelligence Unit Limited 2016 13



14

Healthcare markets in Europe:
What would be the impact of Brexit?

by a local authority — probably the Medicines and Healthcare Products Regulatory Agency (MHRA). This
would mean higher costs both forindustry and the evaluation body, and possible delays in access to
innovative medicinesin the UK, since the hurdles for companies launching products in the UK market
would be higher.

Inthe longerterm, there could be some advantages to creating a separate authorisation system for
the UK. One very optimistic — although not necessarily likely — scenario is that the MHRA introduces an
expedited authorisation procedure that could lead to drugs gaining earlier access to the UK market,
which may even serve as an early access programme for other countries. Patients may then get faster
access to particularly innovative products. Nevertheless, there would be a period of uncertainty
over marketing authorisation, which could deter manufacturers from launching new products in this
market.

Med-tech authorisations

At the heart of the European medical device approval sits the CE mark, which allows a manufacturer to
market a device anywhere within the EU. CE marking is the manufacturer’s claim that a product meets
the essential requirements of all relevant European Medical Devices Directives, including the Medical
Device Directive (MDD), the Active implantable Medical Device Directive (AIMDD), and the In-vitro
Diagnostic Directive (IVDD).

As with new drug approvals, a post-Brexit UK would have to set up its own procedures to certify
the safety of medical devices, and the CE mark would no longer give manufacturers access to the UK
market. Unlike with drugs, however, the CE mark is not currently granted by a single body: for non-
invasive devices itis self-assessed by the manufacturer, while for riskier devices the mark is granted by
a number of notified bodies. In the Brexit scenario, therefore, the UK's challenge would be to redesign
the links between the CE mark and the UK-only procedure, in order to smooth the pathway to market
for new devices.

Pricing and access

Decisions on pricing and reimbursement of medicines are one area of health regulation where national
sovereignty remains absolute within the EU. There is no EU body to make such decisions, which are
instead handled by national organisations. This includes agencies conducting health technology
assessments (HTA), which determine which health interventions providers should use, based on their
cost-effectiveness, social, ethical and health benefits. In the UK, the HTA authority is the National
Institute for Health and Care Excellence (NICE), which effectively advises the NHS on how to spend its
money, and would carry on doing so post-Brexit.

Amid this fragmentation, however, the European Network for HTA (EUnetHTA) was set up in 2005 to
help to harmonise the practice of scientificand technical HTA across Europe and support collaboration
between European HTA organisations. A total of 44 government-appointed organisations make up the
EUnetHTA, which is led by the Danish health Authority (DHA) in Copenhagen. Membership is voluntary
and the programme is co-financed through payments from the European Commission (60%) and
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member states (40%). The UKis an important partner within the EUnetHTA; NICE is a renowned HTA
body with very established stakeholder relationshipsin the manufacturing industry.

If Britain were to leave the EU, NICE would be forced to leave the EUnetHTA network. According to
Finn Bgrlum Kristensen, Chairman of the Executive Committee of EUnetHTA since 2009, the network
would be compromised and the sense of community would be lost. “The UK helps in developing
a pragmatic results-orientated approach over a bureaucratic one, bringing professionalism and
governance to the network,” he says. The UK would also lose the chance to collaborate with the other
influential countries such as France and Germany within the EUnetHTA. There is the possibility that the
member states could find a solution which allowed Britain to continue to participate in discussions,
but this would depend on decisions made by the UK government. The European Commission’s payment
would be lost.

Healthcare products development

As well as overseeing marketing authorisation, the EMA has also set consistent rules for conducting
clinical trials throughout the EU. Although these rules have attracted criticism forimposing too much
red tape, they do at least offer consistency across markets. In the event of an exit of the UK from the
EU, itis likely —in the medium term at least — that the UK would carry on following those rules, because
a shift to national requirements would create barriers to accessing innovative medical technologies
for patientsin the UK. However, the UK would lose its influence as part of the Committee for Medicinal
Products for Human Use (CHMP), the EMA committee that is responsible for preparing opinions on
innovations. New policiesissued by the EMA relative to clinical trials would gradually shift away from
the concepts developed, used and supported by UK experts.

That may well have a direct consequence for the UK clinical trial industry (notably Contract Research
Organisations), which may see a drop in the number of trials run out of the UK. Medical technology
suppliers would favour running trials in EU member states, to give them maximum credit through the
established rules. Indeed, the Association of the British Pharmaceutical Industry argues that the UK
would lose its pole position as the EU’s most popular location for phase I trials. It also ranks second for
phase Il trials (after Germany) and third (behind Germany and Spain) for phase III studies.

Brexit would also have animpact on the UK's intellectual property (IP) environment. Currently, the
laws regulating IP are national. However, there are some common rules across the EU, and a framework
to manage patents at EU level, which includes a long-awaited new unified patent regime (see box p17).
If the UK exits the EU, it could continue to work with the EU’s Unified Patent Court to benefit from its
regulations, but would need to design its own system. On top of the costinvolved, the new requlations
would risk creating loopholes in the system, with resulting risks for companies.

Free circulation of goods

The current EU system grants free movement of goods. This means a UK-manufactured product -
pending market authorisation and ad hoc labelling - can be shipped directly to a French hospital. A
“full” Brexit would mean that the manufacturing licence would no longer be recognised, and there
would be no route to sell the product directly. Under the new system, a UK-based manufactureris
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Figure 5: Map of European Health Agencies
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London, UK
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health issues

Source: EIU analysis.
likely to need animport licence, as well as mutual recognition of manufacturing standards and safety
regulations.

UK influence on regulations

Above pure regulatory questions lies the contribution of the UK to EU policy-making. The EMA,
currently based in London and employing about 600 full-time staff, would have to relocate to another
country. Candidates are already lining up. That would eatinto the expertise that currently resides in
the UK, notjustamong EMA employees but also those associated with it. Scientific assessments, for
example, are conducted by contractors, many of whom come from the UK (and from Sweden). The UK
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would therefore lose expertise, and so too would the EMA. All the applications for market authorisation
will need to be reviewed, but their volume would not go down, causing capacity problems.

In addition to these application reviews, the EMA has for a long time taken an advisory role,
with smaller companies relying on EMA for guidance on how to prepare for submission, and how
to collect the data needed for a market authorisation. If the EMA is forced to leave, according to
Richard Bergstrom, Director General of the European Federation of Pharmaceutical Industries and
Associations, this could prove “particularly disruptive for smaller companies”. Yet itis not easy to
envisage a pragmatic compromise that would allow the UK to retain an informal role in the decision-

making process.

The Unified Patent Court

In early 2017, the Unified Patent Court (UPC) will
start operating in the EU, under an agreement signed
in February 2013. The court, which will consist of

a Court of First Instance, a Court of Appealand

a registry, will specialise in patent litigation for
medical technologies and will be a common judicial
court for all contracting member states. The Court

of First Instance will have its headquartersin Paris,
with two further central divisions located in London

© The Economist Intelligence Unit Limited 2016

(handling international patent classification for
chemicals) and Munich (dealing with mechanical
engineering cases). Regional and local divisions will
be located in the other contracting EU countries.

Soifthe UK votes for Brexit, where would the
London division go? According to lawyers at Bristows,
Italy may replace London because it was the fourth
most popular country for patent validationin 2012.
Brussels — already home to manyimportant EU
institutions - could also be a option. Either way, the
UK would lose out on the economic benefits attached
to hosting one of the UPC’s central divisions.
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Conclusions

ealthcareis a sector of supreme nationalimportance, yetitis also onein which the EU plays an
H important role. In the immediate aftermath of a Brexit vote on June 23rd, the changes for the NHS
and for the life sciences industry would not be dramatic. Headlines would focus on the market turmoil
and the politicalimpact, including the possible departure of the UK’s prime minister, while behind the
scenes negotiators would begin on the urgent task of renegotiating the UK’s relationship with the EU.
Over the course of the next two years, however, the whole healthcare ecosystem would be impacted, at
various levels:

® Any resulting dip in the UK economy would bring a matching drop in the UK’s health budget. Even if
savings from the UK’s net contribution to EU budgets are reallocated to health, there would still be a
spending gap that would impact health services.

® A dropin UK health spending would mean lower domestic demand for the life sciences industry,
including pharmaceutical companies and med-tech suppliers. For EU-based health goods suppliers,
the UK would become a more difficult market to penetrate. This would not only impact these suppliers,
but also patients who may not have access to all treatment options.

® Healthcareis anindustry that functions on the basis of requlation, some of it national but much of
it operating within an EU framework. For pharmaceutical companies, Brexit would disrupt everything
from product development, market approval, pricing and reimbursement, all the way to the actual
shipping of the goods. It would bring a period of uncertainty that would inevitably dent trade.

® The current position of the UK as a stepping stone to European markets would be undermined. This
would have a knock-on effect for business investment, particularly by non-EU companies.

® Within both the NHS and the life science industry, there is a reliance on non-UK workers and skills.
Existing EEA workers here would probably not be required to leave, but recruiting new staff would
become more difficult and more expensive.

® The UKwould lose ground as a hub for R&D and for technology transfer. UK research funds could not
effectively replace the EU funding, particularly in terms of the benefits of international collaboration.
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Although many of these consequences can be mitigated in the long run, we see little room for positive
outcomes in healthcare if the UK were to vote for an exit from the EU. News of a Brexit vote would
trigger immediate anxiety, both in healthcare services (the NHS, private providers, care homes)

and the supplying industry (pharma and med-tech). For research and academia, the consequences
would be less immediate, but may have longer-lasting implications for the UK’s success as a base for
innovative research.

Managing the risks is now the priority for healthcare organisations, and that involves wide-scope
audits. Suppliers need to identify the products — both marketed and pipeline —that would be directly
affected, with red flags for those facing the highest uncertainty. That would enable teams to have
clarity over which projects need monitoring, and which can be run as usual. In terms of organisational
risk, the workforce also needs to be reviewed. Animmigration check could take place to identify those
key employees who could lose their right to remain in the UK, as well as the UK nationals who may need
to move back.

Once these immediate risks have been identified, then companies will have to wait for the vote to
see what the UK decides. Whatever happens, though, there are likely to be ramifications, economic,
political and requlatory, that will need continuous monitoring even after June 23%.
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