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„

How important is the European
medtech industry?

The Medtech
industry is
undergoing a
stress test
under the new
medical device
regulation.

The European medtech industry currently employs
675,000 people (compared to 750,000 in the
pharmaceutical industry), of which more than
200,000 in Germany. The sector comprises 27,000
companies, 95% of which are SMEs. With a turnover of
€ 115B, European medtech has a 27% share of the
world market (USA 43%, China 6%). Europe enjoys a
trade surplus of approx. € 20B in the medtech sector
(USA € 2B). Germany shows a medtech export rate of
approx. 65%, exporting approximately € 26B worth of
medtech products annually and producing a trade
surplus of approx. € 9B, i.e. almost half of the
European total.
European medtech is a very important industry,
growing by >4% in the long term, producing high
levels of innovation with more patent applications
than pharmaceuticals and biotech combined and
exhibiting a medium-sized structure. This industry is
currently undergoing a stress test under the new
medical device regulation (MDR). In this report, we
endeavour to shed light on some of the
consequences for innovation and M&A activity.
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Medtech M&A
under new
European device
regulation
– quo vadis?
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Activity of European medtech companies in 2019
In 2019 we saw 194
transactions in the
medtech industry
with either the
buyer or the target
being EU-based
– the average over
the last 5 years has
been 217, a slight
decrease 2019.

There were 163 transactions with a target in the EU
(long-term average of 180), and 31 transactions with
EU companies pursuing targets outside the EU
(average of 38). Traditionally, European medtech
companies have been net sellers to non-EU players,
with an average of 52 divestments to a non-EU buyer
and 38 acquisitions of non-EU companies by
Europeans over the last 5 years.
The most active European market in terms of
medtech M&A is the UK, with a surplus of acquisitions
by British companies (32, versus 24 trade sales).
Germany is a sought-after market for acquisitions:
there have been 28 acquisitions of German medtech
companies, compared to 20 acquisitions by German
companies in 2019. In 2019, the US saw 25 medtech
acquisitions of European companies and 18
acquisitions by European players.
NumberofTransactionswithEUinvolvement

31
Top 3
USA
CHN
AUS

130

33
Top 3
USA
CHN
CAN

Mergermarket, Taurus Advisory

As of May 2020, the new European Medical Device
Regulation (MDR) will replace the previous Medical
Device Directive (MDD). Many remember the PIP
scandal: The French company PIP was the third
largest supplier of silicone breast implants in the
world and had fraudulently used non-medical
industrial silicone since 2001. The Notified Body for
the European approval of PIP products was TÜV
Rheinland (the European approval authorities
delegate, unlike FDA, a large part of the regulation to
Notified Bodies, NBs). This scandal was the main
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„
The US may
become the
preferred area
for the clinical
introduction of
innovative
devices.

trigger for a complete overhaul of the regulatory
regimen in Europe. The approval process has been
tightened and all NBs need to be recertified before
they can act on the medical products of their clients.
We are talking about roughly 800,000 products and
currently only 10 recertified NBs (of which 4 in
Germany, 3 in the Netherlands) and 12 awaiting
designation - before MDR, there were 58 of them.
There is a severe regulatory bottleneck and, should
this be overcome at some point, the new regulation
under MDR will probably impose serious new market
access hurdles on many smaller companies.
The potential consequences are significant: In the
new MDR world, the US clearance process will provide
shorter time to market for the vast majority of medical
devices (see special guest article from Sarah Sorrel,
MedPass International, on the following pages of this
issue). For novel high-risk devices, the EU will lose its
edge and necessitate similar time requirements (in
the past, breakthrough innovation usually became
available to European patients many years before the
US).
Given its much greater commercial attractiveness, the
US (and China possibly in the not-so-distant future)
may become the preferred area for the clinical
introduction of innovative devices, leading to a
slowdown of equity investment into European
innovation. What’s more, small and medium-sized
companies will try to gain critical mass through M&A,
and part of the sector will exit or products will
disappear.
It seems likely that we’ll see an increase in industry
concentration and a decline in innovation in Europe,
which may affect Germany in particular. The irony is
that criminal schemes such as PIP in many cases
cannot be addressed by tighter regulation.

Taurus Advisory – Medtech M&A Outlook 2020

6

GUEST CONTRIBUTION

Will US FDA be
easier than CE
marking of
medical devices
under MDR?
by Sarah Sorrel, MedPass International

Harmonizing regulations across the EU
This year on May 26, 2020 a much stricter European regulation on
medical devices known as the “MDR” (Medical Devices Regulation or
EU MDR 2017/745) will come into full force. Some say the new system
will delay innovation. Others are saying that it will be easier to obtain
FDA approval so why go to Europe?
Since the Medical Device Directives were
implemented in 1993, Europe has been the “go to”
location for early clinical trials and CE marking for
many innovative high risk devices. This is because the
US system controlled by FDA has been perceived as
more difficult than the EU system.

„
The new law
increases the
amount and
quality of
clinical data
necessary.

The main reason for this difference is because the US
regulatory system, from the outset, was founded on
public concerns for patient safety. In the EU on the
other hand, the regulatory system for medical devices
was motivated by harmonizing regulations across
Member States in order to eliminate internal barriers
to trade. The so called “New Approach Directives” in
Europe moved the burden of proof from Government
to manufacturers and was based on a “light touch”.
Manufacturers of medical devices only needed to
demonstrate safety and performance, i.e., that their
products performed as intended safely without the
need for making claims concerning how well they
performed compared to other products.
A number of high-profile medical device failures have
since occurred on the EU market, such as the PIP
breast implant scandal in 2010 followed by important
safety concerns with metal on metal hip implants.
This resulted in political pressure to change the EU
regulatory system leading to the first passing into law
of the MDR in 2017 with a three year transition period
that ends in May this year.
The new MDR introduces a number of substantial
reforms, particularly in the area of clinical evaluation,
post market surveillance and transparency. The new
law increases the amount and quality of clinical data
necessary for all medical devices to obtain and
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„
The old system
has allowed
some
innovations to
be available to
EU patients on
average 3 to 7
years before US
patients.

maintain approval throughout their lifetime. In
addition, for high risk devices, it introduces a
centralized “scrutiny process” by a panel of experts
appointed by the European Commission. Concerns
have been expressed by certain physician groups1 that
this new regulatory system and the impact on EU
Notified Bodies will delay the availability of certain
devices on the EU market.
Although there has been a lot of criticism against CE
marking, such as in the 2018 Netflix documentary,
“The Bleeding Edge”, if you look on the positive side,
the old system has allowed some major medical
device innovations to be available to EU patients on
average 3 to 7 years before US patients. One
important example is TAVI (Transcatheter Aortic Valve
Implantation) which was CE marked in 2007 four
years before being FDA approved in 2011.
In the area of neurological devices, the Solitaire FR
stent retriever device received CE Mark approval in
November 2009 whereas it received U.S. Food and
Drug Administration clearance only three years later
in March 2012. And there are many more such
examples.
On the negative side, however, some products that
ultimately turned out to have serious safety issues,
have been able to get CE marking (as well as FDA
approval in some cases!) without this being realized at
the time of initial approval. Such was the case with
metal on metal hip implants. This has also been the
case most recently with the Bayer ESSURE
permanent contraception implant that is now the
subject of a number of lawsuits around the world.
In the past, the largest apparent difference between
the US and EU systems was the possibility for novel
devices to obtain approval more quickly in the EU
than in the US. This is because novel devices in the US
are regulated by the PMA pathway which requires
evidence of safety and effectiveness for FDA approval.
Under the old Medical Device Directives, novel high
risk devices could obtain CE marking with clinical
data demonstrating safety and performance.
Furthermore, it was relatively easy for a novel device
to claim equivalence with an existing device on the
market, thus obviating the need for clinical trials.
Under the MDR, this will change as clinical trials will
be mandatory for all implants and high risk devices.
However, the burden of demonstrating effectiveness
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„
Approximately
90% of medical
devices will
have a faster
regulatory track
in the US.

to gain US approval will continue to make the PMA
process longer than CE marking in the majority of
cases.
The real difference in approval timelines between the
EU and US under MDR will be for devices that can be
regulated by a 510(k) in the US. This regulatory
pathway is for any device, including Class III high risk
devices which are substantially equivalent to a
predicate device that has been previously approved
by FDA. For the small number of 510(k)s with clinical
data, the timeline for US approval compared to CE
marking was estimated at 18 days longer in 2011. For
the vast majority of 510(k) devices not needing clinical
data, the US approval was already faster than
obtaining CE marking2. In the US, 90% of devices are
cleared through the 510(k) process3.
It is for these 510(k) devices that the MDR will most
likely introduce a lag between EU and US approval.
First of all, whereas a Class III device that is
substantially equivalent may not require clinical data
for FDA, under the MDR, clinical data is mandatory,
even if the goal is only to show clinical benefit and not
effectiveness. For moderate risk devices, the
difference will be even greater than before, due to the
fact that the clinical evaluation for CE marking will
require specific clinical evidence for each target
indication whereas broad indications will still be
possible under the 510(k). An example would be for an
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„
Given the new
framework,
companies
may decide to
market first in
the US.

electro surgery device for ablation of soft tissue. In the
US such a device could obtain a 510(k) approval for a
broad indication as there are other such devices that
have already been FDA approved in that indication. In
Europe however, the device will require specific
clinical data for each anatomical location and clinical
indication, e.g. liver and breast tissue as the
risk/benefit balance is different in each of these
indications.
In conclusion, the tightening of the EU regulatory
system will increase timelines for the availability of
devices in Europe, especially novel high risk devices.
However, the US system (PMA) for similar products
will continue to be more burdensome, but with less of
a gap in timelines with the EU. On the other hand, the
situation for devices that are eligible for the 510(k)
procedure in the US will be able to be approved in the
US before they can be approved in Europe. Given the
new framework, companies with high risk novel
devices are likely to pursue both US and EU routes to
market in parallel in future instead of preferentially
entering the EU first, whereas for other devices, which
constitute the large majority of all devices, companies
may decide to market first in the US.

About the author
Sarah Sorrel has more than 30 years of experience of
medical device regulation and clinical trials with an
emphasis on emerging technologies. She is founder
and President of MedPass International, the leading
European CRO, and consultancy for the development
and market access of new medical technologies.
MedPass has successfully helped over 1,000 medical
device companies worldwide bring new technologies
to the EU market. Sarah is a recognized expert in EU
medical device regulation and clinical investigations.
Sarah is American and holds a degree in Engineering
and Applied Science from Yale University.
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M&A Market:
Medtech in Europe

All the Facts

Transactions are driven primarily by strategic investors
across national borders ...
... with a
steady rise in
financial
investor
participation.

Numberoftransactions
bybuyertypein2019

After a 5-year high with 239 transactions in 2016,
M&A activity within the European medtech industry
has been declining steadily. Whereas the deal count
in 2017 and 2018 only decreased slightly, transactions
dropped to the lowest level over the past 5 years in
2019. Especially buyers from non-EU countries
showed less interest in the acquisition of EU-based
targets.
Valuations saw a decrease in 2019 as well. After
reaching a 5-year peak in 2018, EBITDA-Multiples
dropped to a median of 15.5x EBITDA. Besides the
decrease, valuations remain significantly above the
5-year average of 14.5x EBITDA.
NumberoftransactionswithEUinvolvement
239

33%

200

52

56

67%

229

44

65

224
13.8x

19.4x

194
33

13.0x

10.9x

56

43

33

31

135

130

15.4x

37

Strategic investors
Financial investors

143
107

121

Mergermarket, Taurus Advisory

2015

2016

Intra-European Deals
OutboundM&A 2

Numberoftransactions
bygeographyin2019

40%

60%

National
Cross border
Mergermarket, Taurus Advisory

2017

2018

InboundM&A

2019
1

EBITDA-Multiple
Buyer EU-based, Target not EU-based

Mergermarket, S&P Capital IQ,

1

Taurus Advisory

2

Target EU-based, Buyer not EU-based

Most buyers investing in the European medtech
industry are strategic investors operating in the
healthcare industry. Between 2015 and 2019, roughly
two thirds of buyers were strategic ones. However,
financial investors show an increasing interest in
European medtech firms. In 2015, only 27% of
acquisitions were done by financial buyers, whereas,
their share increased to 33% in 2019. The industry is
dominated by international transactions with roughly
63% of deals being cross border over the past 5 years.
The share of national transactions has been growing
from 34% in 2015 to 40% in 2019.
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Buyers of EU-based medtech firms were located
in 37 different countries
MostactivebuyersforEUbasedtargetsbygeography

USA

159

133

UK

France

132

84

Germany

Sweden

56

Eight of the 10 most active buyers of EU-based
medtech targets during the last 5 years are EU-based.
The US, however, is the most active single country.
18% of acquisitions in the last 5 years were pursued by
US-based companies, followed by the United
Kingdom and France with 15%, respectively. The top 5
buyer locations also comprise Germany (9%) and
Sweden (6%). Besides the USA, the most active buyer
markets are based in Western Europe. With 3% of
acquisitions, Switzerland is the second most active
non-EU buyer market. In total, buyers of EU-based
medtech firms were located in 37 different countries.
Since 2015, acquisitions by US-based buyers have
been declining. In 2015, 2017 and 2018, the US had the
largest number of acquirors, whereas the USA was
only the third most active buyer market in 2019. After
a peak in 2016, when the UK was the most active
buyer market, British investments remained roughly
stable between 24 and 28 deals per year. The share of
France-based buyers has been constantly on the rise
since 2015, growing with a CAGR of almost 15% to 31
acquisitions in 2019. Last year, France-based buyers
accounted for the largest share of deals.
Acquisitions of German buyers have peaked in 2016
with 25 transactions. After the peak, transactions
steadily decreased to a five-year minimum of 12
transactions in 2019.
MostactivebuyersforEU-basedtargetsovertime

43

Italy

40
35

43

30
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Netherlands

25

32

Spain

20
15

31
29

Finland

Switzerland

10
5
0
2015

Period: 2015-2019
Mergermarket, Taurus Advisory

USA
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2019

Sweden
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Roughly one-third
of buyers of EUbased medtech
firms have acquired
more than one
target since 2015.
15% of acquirors
conducted more
than two
acquisitions.

Several firms are acting as consolidators in the
European medtech industry. A group of Europebased, publicly listed healthcare players, including the
Sweden-based provider of instruments, equipment,
consumables and services to the healthcare sector
AddLife, the Netherlands-based electronics company
Philips, and the Ireland-headquartered provider of
products and therapies for medical professionals
Medtronic acquire targets all over Europe.
Privately owned players, such as the German
manufacturer of solutions for people with mobility
impairments Ottobock are actively investing in
European targets.
Also, some international players, such as the US-based
dental and oral health products manufacturer
DENTSPLY SIRONA, the US-based medical device
manufacturer Varian Medical Systems, and the USbased health care products and services provider
Henry Schein are pursuing the European market.

Taurus Advisory – Medtech M&A Outlook 2020

Company

Type

Varian Medical Systems

Strategic

Henry Schein

Strategic

ArchiMed

Strategic

IK Investment Partners

Financial

AddLife

Strategic

Medtronic

Strategic

SHS

Financial

Ottobock

Strategic

Koninklijke Philips

Strategic

Dentsply Sirona

Strategic

Mergermarket, Taurus Advisory

The group of consolidators is completed by a number
of financial investors, for example the France-based
private equity firm ArchiMed, the UK-based private
equity firm IK Investment Partners and the German
Life Sciences focused private equity company SHS
Gesellschaft für Beteiligungsmanagement.
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European acquirers engage in 44 different countries

UK
Italy

Spain

Sweden

Germany

Finland

France

Switzerland

Netherlands

TargetmarketsforEUbasedbuyers

USA

Period: 2015-2019

Mergermarket, Taurus Advisory

The most attractive target market over the last five
years has been France. 14% of acquired companies
were France-based, followed by the United Kingdom
(14%), the United States (14%), Germany (11%) and Italy
(7%). The only other top target market outside the EU
is Switzerland, being the tenth most attractive target
market for EU-based Investors. Overall, European
buyers acquired targets form 44 different countries
since 2015.
Acquisitions of French targets have been constantly
increasing from 21 acquisitions in 2015 to 27
acquisitions in 2018. In 2019, acquisitions dropped to
20, making France the second most attractive target
market. Most investments in the United Kingdom
occurred in 2016. After this five-year peak, acquisitions
of British targets have been declining steadily.
However, the UK was still the most attractive target
market in 2019 with 21 British medtech firms having
been acquired by EU-based buyers.
The number of acquisitions of US-based companies
has been quite volatile in the past. The five-year
climax was reached in 2017. Since that, European
investors acquired less targets in the USA.
Acquisitions of German companies have been roughly
stable, varying between 18 deals in 2019 and 21 in 2018.
The interest of EU-based investors in the Italian
medtech market has been on the rise since 2015,
increasing with an average of 23% from 8 investments
in 2015 to 18 acquisitions in 2019.
Mostattractivetargetmarkets overtime
35
30
25

Mergermarket, Taurus Advisory

Eight of the ten
most attractive
target markets
for EU-based
buyers are
located in the
EU.
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5
0
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Taurus Advisory – Medtech M&A Outlook 2020

2016

United Kingdom

2017

2018

USA

Germany

2019

Italy

16

Dealmakers 2019
Selectedtransactionsandvaluationsin2019intheMedtechindustry
Target

Acquirer

12/2019

Direct Healthcare Group Ltd

ArchiMed SAS

12/2019

Biomatlante SA

10/2019

Marle International SAS

09/2019

Sphere Surgical Pty Ltd

Diploma Plc

08/2019

HumanOpticsAG (74%)

07/2019

EV
(m)

EV/
EV/
EV/
Sales EBITDA EBIT

83

3.1x

8

2.1x

n.a.

n.a.

800

5.3x

23.5x

n.a.

7

2.4x

n.a.

6.6x

HumanOptics Holding AG

59

5.5x

n.a.

n.a.

Moria S.A.

Naxicap Partners

39

1.2x

4.3x

n.a.

06/2019

SenseGraphics AB

Surgical Science Sweden
AB

28

5.8x

06/2019

Luneau Technology SA

Caravelle, SA

100

5.7x

06/2019

Millet Innovation SA

Groupe GTF

37

1.7x

06/2019

SuperSonic ImagineSA

Hologic, Inc.

73

3.0x

05/2019

medwork GmbH

FUJIFILM Holdings
Corporation

65

3.4x

15.2x 20.2x

04/2019

CenterVue SpA

Revenio Group Oyj

60

3.2x

14.7x 15.4x

03/2019

Direct Conversion AB

Varex Imaging
Corporation

75

3.9x

21.8x 27.8x

03/2019

Dutch Ophthalmic Research
Center International B.V.

Eurazeo SA

430

3.5x

15.1x

63

3.3x

Advanced Medical
Solutions Group Plc
Dentressangle Initiatives
SAS

Median
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16.4x 23.2x

13.6x 14.1x
n.a.

n.a.

17.0x 24.1x
n.a.

n.a.

n.a.

15.2x 20.2x
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Disclaimer
This document was created by Taurus Advisory GmbH ("Taurus") solely for
information purposes. All information provided remains the intellectual
property of Taurus.
Neither this document nor any statement made in connection with this
publication constitutes an offer, a solicitation or a recommendation to enter
into any transaction, nor can claims of any kind with respect to Taurus be
derived from this publication.
Taurus reserves the right to adjust the indicative conditions contained in this
document to changed market conditions and new information. This
presentation contains no promise or representation with respect to future
developments and future performance.
Taurus and its shareholders, management, officers or employees accept no
liability whatsoever for any expense, loss or damages arising directly or
indirectly in any way connected with the use of all or any part of this
document.
No part of this publication may be altered or distributed in any way without
the prior written permission of Taurus.
The compilation of information was carried out with due care. Nevertheless,
Taurus assumes no liability, for whatever legal reason whatsoever, for the
accuracy, timeliness and completeness of the information provided.
Any existing or future legal relationships are only subject to German law and
German courts.
By accepting this document, the recipient accepts the binding nature of the
forgoing limitations.
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