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Forewonrd



It is with great pleasure that | present to you the 2015 edition of The
European Medical Technology Industry In Figures.

These new statistics show that the medical technology industry
continues to be one of Europe’s most diverse and innovative high-
tech sectors. It is, in many ways, a model European industry.

95% of Europe’s 25,000 medical technology companies are small
and medium-sized enterprises (SMEs).

The industry invests heavily to continuously improve its technologies
and come up with breakthrough innovations. It files more patents
than any other sector, provides over 575,000 jobs in Europe and
delivers a positive trade balance of €15 billion.

Medical technologies also allow healthcare to be more efficient
and effective, playing their part in making health systems more
sustainable. We know ageing populations, chronic diseases and
comorbidity are challenges to our societies. We know too that
health budgets are under pressure. This is why the minds of medical
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technology innovators are focused on value. This means value for
patients and healthcare professionals, but it also means value for
payers and policymakers. Healthcare innovation is about more than
making people better: it is about making sure people are in good
health and making the system better.

MedTech Europe represents the diverse needs of our sector in
Europe, communicating the value of medical technologies to payers,
policymakers and society, and providing our members with valuable
intelligence on the regulatory and policy issues that matter to them.
With a recovery in progress, we need — now more than ever — for all
health stakeholders to support the sometimes disruptive change that
medical technology innovations can deliver, and to reward medical
technologies when they add value.

Serge Bernasconi
Chief Executive Office MedTech Europe,
EDMA and Eucomed
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Medical technology is any technology used to save lives in individuals
suffering from a wide range of conditions. In its many forms,
medical technology is already diagnosing, monitoring and treating
virtually every disease or condition that affects us.

Medical technology can be familiar, everyday objects such as
sticking plasters, syringes or latex gloves. Alternatively, it can also
be pregnancy tests, spectacles, wheelchairs and hearing aids.
Meanwhile, at the high tech end of the scale, medical technology
includes total body scanners, blood glucose monitoring devices,
ultrasounds, life-supporting machines, implantable devices such as
heart valves and pacemakers, neurostimulators and replacement
joints for knees and hips. There are more than 500,000 medical
technologies currently available and they all share a common
purpose: improving, extending and transforming peoples’ lives.

The common thread through all applications of medical technology
is the beneficial impact on health, quality of life and society as a
whole. Medical technologies all contribute to living longer and
better, and empower citizens to contribute to society for longer.

In so doing, they improve the quality of care and the efficacy,
efficiency and sustainability of healthcare systems.
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Diversity and classification of medical technology

MEDICAL DEVICES® IN VITRO DIAGNOSTICS?
HIGH RISK
A
Class Il
Class 1B Cless €
f " / : Class IIA
_ Class B
Class |
Class A
LOW RISK
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There are more than 500,000 medical technologies registered. These fall within 16 categories of products,
as determined by the Global Medical Devices Nomenclature (GMDN) Agency?

Code Classification Example

01 Active implantable technology Cardiac pacemakers, neurostimulators

02 ......... Anesthet| cresp|rat ory techno |og y .......................... oxygen m ask gas . delwery u mt anesthes |a breatm ng c|rc u i.t ...................
03 ......... Denta|'rechno|ogy ............................................. Dem lstrymds a||oy5 resms ﬂoss br USheS ......................................
04 ......... E| ectrom eCham ca |' m ed|ca| tec h no| ogy .................... Xra y maChme | as erscan ner .....................................................
05 ......... Hos p.ta| hardware ............................................. Hosp|ta| bed ........................................................................
06 ......... |nv| tro d|ag nost.(;technolo gy ............................... Pr eg nancy ‘testgenet|ctest g|ucose5tnp .......................................
07 ......... Nonactwe |mp |; ntab Ietechnolo gy ........................ |-||p or knee JO |nt replacementcard |ac Stem .....................................
08  Ophthalmic and optical technology Spectacles, contact lenses, intraocular lenses, ophthalmoscope
09 ......... Re usab I.é . m Stru me nts ......................................... Su rg |ca| .i nstru mems r |g|d en doscop es .’ . b| OO d press ure C uffs ..................

stethoscopes, skin electrodes

10 Single use technology Syringes, needles, latex gloves, balloon catheters

.1.1 .......... Techn |ca| a|d 5 for d|sa b|ed .................................... vvhee| cha |r5 Wal k| ng fram es . hea rm g a| ds ......................................
12 ......... D|a gno 5t|c and thera pe ut.(; ra d|at|on t echno|ogy ........ Rad|othera py u mts .................................................................
13 Complementary therapy devices Acupuncture needles/devices, bio-energy mapping systems/software,

magnets, moxibustion devices, suction cups

14 Biological-derived devices Biological hearth valves
15 Healthcare facility products and adaptations Gas delivery systems
16 Laboratory equipment Most IVD which are not reagents
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The risk classification ensures that appropriate testing and quality
checks are put in place to ensure the safety of a product before it
becomes available. It also guarantees that permanent monitoring
during the lifetime of high risk devices is conducted by specialised
institutions. The number of medical devices receiving CE marking in
2014 is estimated to be more than 4,500, around 500 of which were
class Ill devices*.

Moreover, each technology comes with strict instructions for use
and industry continuously invests in hands-on training for healthcare
professionals. At the same time, clinical investigations comprised of
thousands of patients and interviews with physicians and patients
enable the medical technology industry to continuously enhance its
technology and provide increased value for money.
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DePfiniGions

Medical Device

any instrument, apparatus, appliance, software, material or other
article, whether used alone or in combination, including the
software intended by its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes and necessary for its proper
application, intended by the manufacturer to be used for human
being for the purpose of:

e diagnosis, prevention, monitoring, treatment or alleviation of
disease;

e diagnosis, monitoring, treatment, alleviation of or compensation
for an injury or handicap;

e investigation, replacement or modification of the anatomy or of a
physiological process;

e control of conception;

and which does not achieve its principal intended action in or on
the human body by pharmacological, immunological or metabolic
means, but which may be assisted in its function by such means®.
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In Vitro Diagnostics (IVD)

any medical device which is a reagent, reagent product, calibrator,
control material, kit, instrument, apparatus, equipment or

system, whether used alone or in combination, intended by the
manufacturer to be used in vitro for the examination of specimens,
including blood and tissue donations, derived from the human body,
solely or principally for the purpose of providing information:

e concerning a physiological or pathological state;
e or concerning a congenital abnormality;

e or to determine the safety and compatibility with potential
recipients; or to monitor therapeutic measures®.

What is Medical Technology? 11
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Patent applications in medical technology
field filled with EPO in 2014

%
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Medical technology is characterised by a constant flow of
innovations, which are the results of a high level of research and
development within the industry, and of close co-operation with the
users. Products typically have a lifecycle of only 18-24 months before
an improved product becomes available.

In 2014, more than 11,000 patent applications were filed with

the European Patent Office (EPO) in the field of medical technology —
7% of the total number of applications — still more than any other
sector in Europe. 41% of these patent applications were filed

from European countries (EU28, Norway and Switzerland) and 59%
from other countries, with the majority of applications filed from

the US (39%).

In comparison, around 5,300 applications were filed in the
pharmaceutical field and 5,900 in the field of biotechnology.
While over the last decade the number of EPO filings in the field
of medical technology has doubled, pharma and biotech patent
applications were relatively stagnant®.
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Top 10 technical fields in patent applications.
Number of patent applications filed with EPO, 2014¢°

Medical technology
11,124

Electrical machinery,
appartus, energy
10,944
Digital
Ph ical communication
armaceuticals
10,018
5,270
Engines,
pumps, turbines Computer
5,318 technology
) 9,869
Biotechnology
5,905

Transport

7,533

Organic
fine chemistry Measurement
6,132 7,228

Innovation



Evolution of European patent applications by technical field®

Number of patent applications filed with EPO
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The European medical technology industry employs more than
575,000 people. Germany has the highest absolute number of
people employed in the medical technology sector, while the
number of medtech employees per capita is highest in Switzerland
and Ireland. This high level of employment shows that the medical
technology industry is an important player in the European economy.

In comparison, the US medical technology industry employs around
520,000 people’ while the European pharmaceutical industry
employs 675,000 people®.

Europe refers to EU 28, Norway and Switzerland unless specified otherwise.

575,000

employees
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Top 6 countries with highest employment
in the medical technology industry®

Germany
175,000
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Number of people employed in the medical technology
industry per 10,000 inhabitants®

Switzerland  Ireland
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There are almost 25,000 medical technology companies in Europe.
Most of them are based in Germany, followed by the UK, Italy,
Switzerland, Spain and France. Small and medium-sized companies
(SMEs*) make up almost 95% of the medical technology industry,
the majority of which employ less than 50 people (small and micro-
sized companies)®.

* An enterprise is considered to be a SME if it employs fewer than 250 persons and has an

annual turnover not exceeding €50 million (a small or micro-sized company employs fewer
than 50 persons and has a turnover of less than €10 million).
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In Europe, an average of 10.4% of gross domestic product (GDP)

is spent on healthcare. Of this figure, around 7.5% is attributed to
medical technologies, i.e. less than 1% of GDP. The spending on
medical technology is estimated to vary significantly across European
countries, ranging from around 5% to 10% of the total healthcare
expenditure'®. Expenditure on medical technology per capita in
Europe is at around €195 (weighted average), compared with €380
in the US™.
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Breakdown of total healthcare expenditure in Europe'

17%
Phamaceuticals & other
medical non-durables

6.7 7.5%
Medical Devices .
(incl. imaging) Medical
0,8% technology
In vitro diagnostics
75,5%

Inpatient & outpatient care, other
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Per capita spending on various fields,

in €, latest year available™

€450

€195

€385 €560

o o A A A A
Healthcare Pharmaceuticals MedTech Defence Environmental Education
expenditure protection
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The European medical technology market is estimated at roughly
€100 billion'™.

Based upon manufacturer prices the European medical technology
market is estimated to make up 31% of the world market. It is the
second largest medical technology market after the US (x 40%)".

€100

billion market
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European medical technology market by country,
based upon manufacturer prices, 2014'

UNITED
GERMANY FRANCE KINGDOM ITALY

SPAIN NETHERLANDS < SWITZERLAND ) SWEDEN
The biggest medtech markets in Europe are
BELGIUM AUSTRIA OTHER _ _
Germany, France, the United Kingdom, Italy
and Spain'. The same countries form the top
5 IVD markets in Europe'.




European IVD market by country, 2014
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World medical technology market by region
based upon manufacturer prices, 2014'

USA EUROPE ( JAPAN ’ < CHINA ’
RUSSIA CANADA < BRAZIL ) < OTHER ’
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World medical technology market by area
and sales growth, 2014-2020%

WW Market Share in 2020

18 1
16
In Vitro
14 - Diagnostics (IVD)
12
10k Cardiology
Diagnostic Orthopedics Medical technology
Imaging )
8 [ offers solutions for many
Ophthalmics disease areas. On a
- worldwide perspective, in
6 General & _ _ P ) P
Drug Delivery Plastic Surgery Endoscopy vitro diagnostics are the
4 F largest sector, followed
Wound |
Denta :
Management by cardiology and
5k orthopaedics'™.
O 1 1 1 1 1 1 J
+2,0% +2,5% +3,0% +3,5% +4,0% +4,5% +5,0% +5,5%
% Sales Growth: CAGR 2014-20
Note: Size of Bubble = WW Sales in 2020 Source: EvaluateMedTech® September 2015
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European medical technology market growth rates,
based upon manufacturer prices, 2008-2014"3

10% The European medical technology* market has been
growing on average by 4% per annum over the past 7
years. Demand fell in 2009 due to the economic crisis,
resulting in a growth rate of only 1%. The market
recovered in 2010, but growth rates fell back in 2011".

5%

Annual Growth rate

0% \ \ \ \ \ \ \
2008 2009 2010 2011 2012 2013 2014
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European IVD market growth rates, 2008-2014"

5% The European IVD market growth has been slowing

down until 2013, while annual growth rates in the pre-

crisis period were at around 2-4%. In 2013 the European
4% market started to recover and the annual growth rate in
2014 was around 1%.

3%

2%

1%

0% | | | | | | |
2008 2009 2010 2011 2012 2013 2014

-1%

-2%
* Market size estimated in manufacturers’
prices, not including margins, such as
-3% value added in the wholesaling and
retailing, transportation costs, some
taxes included in the final price, etc.
Medical technology not including in vitro
diagnostics.
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Europe has a positive medical technology trade* balance of

€14 billion (2014). This is less than in 2013 (€15.2 billion), but still
represents a twofold increase since 2006. In comparison, US medical
technology trade surplus is at €5 billion. Compared to 2012, the
main European medtech trade partners remain the same: the US,
China and Japan.”

* Trade section does not include in vitro diagnostics in the figures for medical technology.

Europe’s trade
surplus is estimated

at €14 billion

(3
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Top European medical technology export destinations, 2013

Canada 3%

China 11%

Brazil 2%
Australia 4%



Top suppliers to European medical technology market (imports), 2013

°
USA 63% //\\ Japan 6%
China 10%

Singapore 2%

Australia 2%
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Export and imports of medical technology by country, 2014 (including European intra-trade)'

Billions
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Top suppliers to European medical technology market (imports), 2013
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From diagnosis to cure

MedTech Europe is an alliance of European medical technology
industry associations. It was founded in October 2012 and currently
has two members: EDMA, representing the European in vitro
diagnostic industry; and Eucomed, representing the European
medical devices industry.

MedTech Europe’s mission is to make innovative medical technology
available to more people, while helping healthcare systems move
towards a sustainable path.

MedTech Europe promotes a balanced policy environment that helps
the medical technology industry meet Europe’s growing healthcare
needs and expectations. We also promote medical technology’s
value for Europe through our five-year industry strategy, which
focuses on value-based innovations that support more sustainable
healthcare systems.

We use economic research to show the benefits of medical
technology and we organise many initiatives to explain the value we
bring to Europe. We bring stakeholders together to discuss trends,
issues and opportunities. Each year we also organise the European
MedTech Forum, the largest health and industry policy conference in
Europe, to engage with stakeholders on common topics of interest.
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