Pulse of the industry
Medical technology report 2011

To our clients and friends:
Welcome to the 2011 issue of Ernst & Young’s annual report on the state of the medical
technology industry. It is increasingly clear that medtech now faces a “new normal” with
a confluence of new risks — from an uncertain public policy environment to increased
regulatory and pricing pressures, a challenging financing climate and a rapidly changing
customer base.
Our opening article, “Innovation and risk,” looks at these risks and how companies are
responding to them. The way to sustain innovation is for medtech firms to innovate in
new ways — not just develop and improve products, but expand into entirely new kinds of
offerings, including services, holistic solutions and more. If risk has moved beyond product
development, so too must innovation. Accompanying our analysis are guest contributions
from two leading executives, as well as a roundtable of industry veterans, providing a
variety of perspectives on these challenges.
As always, Pulse of the Industry provides an overview of key performance metrics, including
US and European financial performance, financing and mergers and acquisitions. But this
year’s report also represents some “innovation beyond the product” on our part. We have
revamped the way we communicate our insights for an era in which time is increasingly
scarce and blogs, iPads and Twitter feeds are increasingly common. The industry
performance articles are more succinct, highlighting only the most salient insights from
each chart.
We hope you find the analysis and the new format useful, and we look forward to continuing
the conversation with you.
— Ernst & Young, Global Life Science Center
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Introduction

Innovation and risk
Overview:
innovation and risk
Medtech is an industry based equally
on innovation and risk. Success in this
business has always hinged on the ability to
innovate — from breakthrough technologies
that shift entire paradigms to the steady
pace of iterative enhancements that, over
time, add up to huge improvements in
health outcomes.
To innovate, companies and investors
have to take on significant amounts of
risk. With every new technology and every
generation of product enhancement,
companies have inevitably borne product
development risk — the possibility that a
new offering would not obtain regulatory
clearance or would fail to gain market
traction. And financing that innovation
has required risk capital. From venture
capitalists to the public markets, investors
have put their funds at risk as they sought
the handsome returns that medtech
companies have historically delivered.
Today, the industry faces new risks
from an increasingly diverse range of
sources — not just from the challenge
of product development, but also from
an uncertain public policy environment,
shifting regulatory requirements and
growing pricing pressures driven by an
increasingly unsustainable health care
system — all of which are straining medtech
innovation.
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To respond, companies will need to
innovate in new ways. If risk has moved
beyond product development, so too must
innovation. The path forward will require
companies to apply their inventiveness
and creativity not just to developing and
improving the products they have long
focused on, but to expanding into entirely
new kinds of products, complementary
services and more.

The new normal:
innovation at risk
Since the onset of the global financial crisis
in 2008 and the economic downturn that
followed, the term “new normal” seems to
have become increasingly popular — not
just among pundits and prognosticators,
but also in the common parlance. The
term has been used to describe everything
from the deleveraging of capital markets
to the changing relationship between
emerging and mature markets and even
shifting gender roles. And we have used
it ourselves in Beyond borders, our sister
publication on the biotechnology industry,
to refer to the new realities facing that
industry.
It is now becoming increasingly clear
that medtech faces its own new normal.
This is an environment where companies
face a confluence of risks and challenges:
heightened regulatory scrutiny and payer
pressure, a fundamentally different funding
climate and a rapidly changing customer
base.
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Regulatory and pricing pressures. In
recent years, the FDA’s 510(k) process
for clearing certain classes of medtech
products has come under considerable
scrutiny. Critics have charged that the
510(k) process — which, unlike the
premarket approval (PMA) process used for
life-sustaining products, does not require
clinical trials — needs to be changed. The
FDA responded by initiating a review of the
510(k) process and also asking the Institute
of Medicine (IOM) to conduct a separate
review. (For a fuller discussion of these
developments, refer to the Introduction
article in Pulse of the industry 2010.)
In July 2011, the IOM released its report,
“Medical Devices and the Public’s Health:
The FDA 501(k) Clearance Process at 35
Years.” The IOM report’s recommendations
were certainly bold — rather than proposing
reforms to the existing system, the
institute recommended scrapping the
510(k) process altogether and replacing
it with “an integrated premarket and
postmarket regulatory framework that
provides a reasonable assurance of safety
and effectiveness throughout the device
life cycle.” The FDA soon announced that it
does not intend to implement this proposal,
while some policymakers continue to decry
the agency for not considering it.

Regardless of how this particular issue
plays out, the reality for medtech
companies operating in the US and
investors in those firms is that the
regulatory environment has become
clouded with uncertainty. Medtech
executives — still adjusting to the coming
medical device excise tax and the move
toward comparative effectiveness research
imposed as part of US health care
reform — now face questions about the
product approval process and the fallout
on Medicare spending from policymakers’
attempts to tame the country’s expanding
public debt. With an increasingly polarized
and uncompromising environment on
Capitol Hill, clarity on these matters will
likely remain elusive for the foreseeable
future.
The industry also faces an increasingly
challenging reimbursement environment
in developed markets. Payers — both public
and private — have seen their budgets
squeezed and are, in turn, pressuring
medtech companies to demonstrate how
their products improve health outcomes
for patients and efficiently use health care
resources. Even if clinical trials are not
required to get a product approved, payers
will increasingly focus on post-marketing
data on the comparative effectiveness of
different interventions.

It is not surprising that a number of
executives — in both this year’s report,
as well as the 2010 issue of Pulse of
the industry — allude to the uncertain
regulatory and reimbursement
environment as one of their biggest
challenges. Despite the fact that the US
remains the world’s largest market for
medtech products, an outside US (OUS)
strategy — in which emerging companies
first obtain marketing approval of new
products in non-US markets — has become
increasingly common in recent years.
While this approach may allow a company
to obtain regulatory clearance quicker, the
challenge of obtaining reimbursement is
no easier in non-US markets — European
countries, for instance, are wrestling
with sovereign debt crises that will only
exacerbate the pressures.
Customer realignment. The convergence
of several trends is creating a fundamental
realignment of the customer base to which
medtech companies have traditionally sold
their products — increasing the importance
of some customer channels, while reducing
the significance of others.

These pressures have, in part, driven a
spate of mergers among US hospitals in the
last couple of years. As they face increasing
pressures, hospitals have also adopted a
slew of measures to cut costs. They are
increasingly relying on mechanisms such
as technology assessment committees
and group purchasing organizations to
consolidate and standardize purchasing
decisions. Surgeons and other physicians —
who traditionally had free reign to pick the
device they preferred — are increasingly
finding that freedom curtailed, as hospitals
limit the number of options in each product
category. In many cases, hospitals are
imposing price caps and/or reducing the
number of vendors from which they will
purchase. And, as a growing number of
doctors abandon small private practices
and become employees of large hospital
systems, more and more of them are
affected by these trends.

As governments across major markets
move to rein in health care costs, hospitals
are finding their margins reduced,
exacerbating the pressure they have
already been under in the aftermath of the
economic downturn. In numerous markets,
payers are starting to experiment with
“capitation” approaches that allow them to
place a cap on the amount they will pay out
per patient, effectively transferring more of
the financial risk to providers.
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The rich get richer?
Large companies’ share of total capital raised has grown dramatically
Commercial leaders

Other companies

27%

49%
69%

64%

73%
51%
36%
31%

2007

2008

2009

2010

Source: Ernst & Young, Capital IQ, Dow Jones VentureSource and Windhover
Chart shows capital raised by US and European companies. “Commercial leaders” are defined as companies with revenues in
excess of US$1 billion.

For medtech companies, which have
traditionally relied on close relationships
with individual physicians — both to
sell their wares and to obtain feedback
for future product enhancements —
these trends represent a fundamental
realignment of their customer base. In
medtech’s new normal, companies will
need to rethink what they sell, how they
sell and even how they develop those
offerings in the first place.

A new funding environment.
Compounding the pressure on innovation,
the long-standing model for funding
medtech is coming under increasing
pressure. While the overall funding
numbers in the US and Europe have held up
well in 2010 and 2011, most of the money
has gone to a few mature companies,
while the majority of emerging firms face
a very different capital environment.
Medical technology companies in the US
and Europe raised more than US$23.6
billion — an astounding 66% increase over
2009’s total and the highest annual total
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in the six years that we have been tracking
medtech funding numbers. However, the
remarkable increase in capital raised was
not driven by a fundamental improvement
in investor sentiment toward medtech and
it has not made the financing environment
any easier for the vast majority of
emerging medtechs. Instead, the increase
in funding was mostly concentrated in a
handful of mature companies that took
advantage of historically low interest rates
to raise debt — funds that were typically
used to restructure balance sheets, finance
acquisitions or fund general operations.

Distribution of US and European venture investment by round, 2005-H1 2011
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Source: Ernst & Young, Dow Jones VentureSource

Furthermore, while the explosion in
debt financing is a 2010 and 2011
phenomenon, it is just the latest
manifestation of a longer-term trend. Since
the advent of the financial crisis, there
is a growing disparity in funds raised by
established and emerging companies. The
share of funds raised by companies with
more than US$1 billion in revenues has
increased steadily over this period, to reach
a high of 73% in 2010.

Meanwhile, emerging, pre-commercial
companies faced a very different funding
environment. Venture financing dropped
for the third consecutive year in 2010 —
falling by 13% relative to 2009 — though the
amount raised is still consistent with levels
seen in 2005 and 2006, before the cresting
of the “easy money” era. The challenging
market conditions faced by medtech
companies — including growing regulatory
and pricing pressures and the preference
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of strategic buyers for later-stage assets —
continue to delay exits and squeeze returns
for VCs. Compounding the challenge is an
IPO environment that remains weak. After
more than two years of sluggishness, IPO
activity picked up in 2010, but remains at
levels below those seen prior to the global
recession.
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The new normal:
innovation at risk?
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US and European early venture rounds by product class and disease state
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Source: Ernst & Young, Capital IQ and Dow Jones VentureSource

There is evidence that these challenges are
affecting investor sentiment and behavior.
As investors seek more “de-risked” assets
and as VCs carry their portfolio companies
longer because of challenging exits,
there has been a marked decline in the
share of venture funding going to early
rounds. Meanwhile, the little money that is
going to early rounds is being invested in
categories that carry less regulatory and
payer risk. In 2010 and the first half of
2011, 25% of early venture rounds were
invested in non-imaging diagnostics — well
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exceeding this segment’s current share
of medtech revenues — likely because of
perceptions of an easier FDA clearance
and reimbursement process, as well as
growth opportunities from trends such as
personalized medicine.
The multiplicity of challenges in the new
normal also appears to have affected
investors’ outlook on the prospects for
future revenue and earnings growth by
public medtech companies. Our analysis
reveals that while the median earnings per

A tale of two trends
While medtech earnings have grown steadily, P/E ratios have fallen
Median earnings per share
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Source: Ernst & Young and Capital IQ
Chart based on non-conglomerates with 2010 revenues in excess of US$1 billion which existed for the entire time
frame shown. P/E ratios based on net losses are excluded from the calculation.

share of the largest US non-conglomerates
has grown steadily over the last decade —
including during the global recession — the
median price to earnings ratio of these
companies has declined over that time, and
particularly over the last three years.
Taken together, these three issues are
placing increased pressure on medtech
innovation. Heightened regulatory and
payer scrutiny are making it harder to
bring new products to market, while
their lingering uncertainty is dissuading

investors. Sweeping changes in the
hospital sector, medtech’s traditional
customer base, are squeezing margins
and increasing product scrutiny — all of
which raises risk for investors and lowers
potential returns. As a result of these and
other factors, the funding environment has
become increasingly distorted as emerging
companies — historically a key source
for new products and technologies — are
finding it more difficult than ever to fund
innovation.
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The next new normal:
demonstrating health
outcomes
Even while medtech companies struggle
with the challenges of the new normal,
some of the same trends are propelling
the industry — and indeed, all of health
care — toward the next new normal.
The increasingly urgent need to rein in
escalating health care costs — already
manifested in the growing pressure on
prices, the movement toward comparative
effectiveness research, and more — is also
inexorably pushing us to a future where
companies’ success or failure will hinge on
their ability to demonstrate how they are
improving health outcomes for patients
and for the broader health system. Indeed,
the incentives for all of the participants in
the health ecosystem — from companies
to providers to patients — will be realigned
around the ability to improve outcomes,
as payers increasingly demand proof of an
intervention’s efficiency before agreeing to
pay for it. (For a fuller discussion of these
trends, refer to our sister publication on
the pharmaceutical industry, Progressions
2011: Building Pharma 3.0.)

This is a future that will also be enabled by
new information technologies. Information
technology has already reinvented scores
of industries in our lifetimes. Retail trade
has become vastly more efficient and
transparent thanks to e-commerce, along
the way empowering consumers and
squeezing costs out of the system. The
business model of the music industry has
been turned on its head by MP3 players
and Apple’s vastly successful iTunes store.
Print news media is being shaken up by an
onslaught of websites, blogs and e-readers.
In each of these instances and many others,
consumers have been empowered, while
long-entrenched companies have given
up control and seen their business models
upturned.
Today, the health sector is on the cusp of
a similar revolution. Making health care
sustainable will require vast improvements
in efficiency across the system, and will
require patients to take more responsibility
for managing their health. Technology
can provide a big part of the answer.
New technologies and platforms are
creating an explosion in the quantity and
types of data — everything from electronic
health records to social media discussion
threads to real-time data generated by
increasingly mobile devices and diagnostics.
All of this creates opportunities to mine data
for insights on the relative effectiveness and
efficiency of different interventions.

Information technology is also starting
to enable another fundamental shift: the
empowerment of the patient. Just as new
technologies have empowered consumers
in the industries we listed before, similar
developments in health care promise
to dramatically empower individuals,
transforming them from the passive
patients of yesterday to the educated,
engaged “superconsumers” of tomorrow.
And as incentives change in the new
ecosystem, patients will have a greater
interest in actively managing their health.
While sweeping changes inevitably produce
winners and losers, medtech companies
are well positioned to benefit from these
changes. Their devices and diagnostics
generate reams of real-time data — though
most companies have not exploited the full
potential of this treasure trove in the past.
The future we are moving toward is one in
which more and more health care will be
delivered outside the hospital or doctor’s
office. Just as generations of increasingly
mobile computing devices — laptops,
netbooks, tablets, smartphones and
more — have made access to information
and computing power ubiquitous, new
waves of mobile health devices promise
to do the same for the delivery of health
care. Here, too, medtech companies are
well positioned to be the innovators of new
technologies that will allow superconsumers
to manage their own health care.
A number of medtech companies are
recognizing these opportunities and
moving to seize them. In the last year
alone, we have seen a proliferation of new
offerings to make health care delivery
more efficient by giving providers real-time
information and enabling better decision
making at the point of care. Medtronic, for
instance, launched its CareLink Pro 3.0
therapy management software in December
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2010 to offer advanced decision support
to health care professionals managing
diabetes. The program analyzes data from a
patient’s insulin pump, continuous glucose
monitoring device and blood glucose meter;
identifies the most important patient
information in a single dashboard; and
suggests relevant interventions. In February
2010, Stryker partnered with Capsule,
a leading provider of medical device
connectivity, to connect patient data from
Stryker smart beds directly into hospital
electronic medical records. And in March
2010, GE Healthcare launched its Qualibria
software in collaboration with Utah-based
Intermountain Healthcare. The program
centralizes patient data to allow providers
access to real-time information, allowing
them to make better decisions and monitor
performance against quality metrics.
Even more compelling, however, is the
explosion of new offerings targeted at
patients, allowing them to better manage
their own care. Boston Scientific, for
instance, has launched the LATITUDE
Patient Monitoring system, a wireless
remote patient management system.
Patients can have remote follow-ups, and
their heart and cardiac device status can
be monitored while they are at home.
Spanish start-up Nuubo has partnered with
Telefonica to develop a smart T-shirt that
uses electro-conductive textiles to record
a medical quality electrocardiogram and
detect a patient’s respiration rate. A number
of companies have launched websites to
educate patients about their conditions
and/or build social networks connecting
patients with each other, while other firms
are developing new technologies to boost
adherence to drug regimens.

The path forward:
business model innovation
In today’s new normal, companies face
a slew of risks — from policy uncertainty
to regulatory constraints and payer
pressures — which are collectively putting
unprecedented strain on medtech
innovation. As discussed earlier, this is
affecting investment in the sector, with
funding gravitating toward later-stage and
mature companies. As they face a future
clouded by uncertainty and risk, medtech
companies have seen their price to earnings
ratios fall. Yet despite these challenges and
their impact on overall market sentiment,
medtech still has significant growth
opportunities ahead.
To realize these opportunities, companies
will need to do several things. First and
foremost, emerging companies will need to
ensure that they can survive and sustain
innovation through the lean funding
climate. For many emerging companies,
this will involve searching more broadly
for funding options beyond venture
capital, to include established medtech
companies, government grants and disease
foundations. Companies of all sizes will need
to continue exploring ways to leverage
OUS markets to offset challenges in the
US — from emerging markets that offer
higher growth potential to European
countries that could provide quicker and
easier routes to product launch and cash
flows. And as the pressures from payers
and providers continue to grow, it will be
critical for companies to retain their focus
on operational efficiency.

Introduction Innovation and risk

But the biggest opportunities will be seized
by those who can realign themselves for
the next new normal — the consumer–
and payer-centric future where proving
outcomes will be paramount. This will
involve innovation that extends beyond
the product. Among other things, it will
require companies to reinvent various parts
of their business models, including what
they sell (the offer), how they sell it (sales
and marketing) and even how they develop
those new offerings (R&D). While product
innovation may be at risk in the current
environment, the answer to long-term
sustainability will likely come from business
model innovation.

• The offer. Medtech companies have
historically focused on developing
innovative products. In the new
outcomes-focused ecosystem, however,
companies will also need to demonstrate
how a particular intervention improves
patient outcomes and enhances the
efficiency of the health care system.
Firms may consider expanding their offer
from products alone to include data and
services as part of a full-fledged solution.
They should be asking themselves if
there are other opportunities to monetize
the value of what they know — for
instance, patient monitoring data — rather
than just what they manufacture. For
some categories of products, business
models may even evolve to discounting
or giving away the product in order to sell
an information-based service of real-time
patient diagnostic data.
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• Sales and marketing. As described
above, the sales strategy is shifting
from one based on targeting individual
physicians to approaches that
simultaneously focus on customer
segments that are becoming relatively
more important — payers, hospitals and
patients. Medtech companies will need to
revamp their sales, marketing and market
access functions to address the different
needs of each of these customer
segments. In dealing with payers,
companies will need the ability to argue
for their products based on compelling
data — particularly in a world where
others may be conducting comparative
effectiveness research on their products.
Sales forces and marketing strategies
will be structured to reflect how the
customer is organized, as opposed to
the ways in which medtech sales forces
have historically been structured. As
hospitals look to reduce the number of
vendors, medtech companies will need to
better articulate their value proposition,
including across broad product
categories. Lastly, selling to increasingly
empowered and informed patients
will require companies to understand
their needs. To succeed with a less
scientifically aware customer base than
highly trained physicians, companies
may need to increase the levels and
form of information and education they
provide. And interacting with stakeholders
in new channels such as social media will
require meaningful engagement from
companies — not just pitching their wares,
but being forthcoming and transparent,
and providing relevant information at the
right time.
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• R&D. Medtech innovation has often been
outside-in. Iterative innovation has often
originated at the bedside, as physicians
provide feedback that sows the seeds for
the next generation of product. Today,
sunshine laws, which effectively limit
companies’ access to physicians, could
potentially put some of this process at
risk. But the new health ecosystem, with
its rapidly emerging technologies and
more widely distributed information,
could also provide opportunities to cast
a wider net. Medtronic, for instance,
has begun crowdsourcing some of its
innovation with the November 2010
launch of Medtronic Eureka, a European
web-based portal that allows physicians
and medical technology innovators to
submit product ideas.

Conclusion:
seeking sustainability
Even as the medtech industry grapples
with the challenge of sustaining
innovation, it is worth keeping in mind
that sustainability is now a global issue
spanning many industries and entire
economies. Governments, for instance,
are struggling with putting their fiscal
affairs on a sustainable course, and
payers across major markets are
looking for ways to sustain health care
spending. These pressures may, over
time, provide some of the answers that
medtech companies are seeking. As
pressure builds on health care costs,
policymakers, payers and regulators
will increasingly be pushed to realign
incentives around improving health
outcomes.
The companies best positioned for
success will be those that develop
the new offerings and solutions most
relevant to this changing ecosystem.
Medtech companies have always taken
on risk to innovate new products and
technologies. Going forward, one of
the biggest risks may be the failure
to innovate beyond the product and
develop new offerings in new ways.
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Learning from the past
to guide us forward
Alex Gorsky
Johnson & Johnson
Vice Chairman, Executive Committee
Having spent the bulk of my health care career in the
pharmaceutical industry, it’s been a wonderfully enriching
experience for me to have now spent the past several years
focused on the medtech space. There are many similarities
between the two industries — the tremendous impact that both
have on people’s lives, for example. But there are differences, too,
such as the much faster pace of innovation in medtech compared
with the 15 years of R&D (not to mention the more than $1 billion)
that it now takes, on average, to bring a new drug to market.
As medtech companies wrestle with an increasingly complex and
difficult business environment, there are some lessons we can
learn from the pharma industry, which began dealing with many
of the same issues about 10 years ago — not always successfully.
While pharma seems to be on the mend these days, medtech
companies should try to avoid a similarly painful and lengthy
learning curve.
Medtech can learn three lessons from pharma’s experience:
1. Change is here to stay — embrace it. As I write this, concerns
are growing over a double-dip recession in the US, the
financial crisis in Europe is threatening to engulf several more
countries and world stock markets are down significantly from
their 52-week highs. Will the global economy always be so
volatile? Hopefully not, but it’s likely that many of the changes
wrought during the current crisis — tighter regulation, lower
prices, stricter utilization standards — are here to stay. While
I remain very optimistic about our future, given demographic
trends, scientific and technological advances and geographic
expansion opportunities, it’s important for us to understand
the challenges we are facing and to “lean forward” into them
rather than to hunker down and wait for them to pass.

2. Reinvent our business model — soon. As the pharma
industry began to struggle, there was lots of talk about the
need to move to a new business model. But more often than
not, companies simply moved to smaller versions of the old
model — smaller sales forces, smaller R&D budgets and so
on. There is no need for the medtech industry to discard our
current business model overnight. It has worked well for a
long time, and many elements will continue to be essential
as we move forward. But we must accelerate the pace of
experimentation with truly novel approaches to the way we
do business — new R&D, commercial and customer service
models, for example — and we must quickly and broadly adopt
those that prove most effective instead of hanging on to the
status quo for too long.
3. Pay attention to how we are perceived. We recently met with
a group of faith-based institutional investors, whose concerns
in the past have centered on pharma-specific issues, such as
access to HIV medicines in the developing world. This time
around, they asked us several questions about the safety,
efficacy and affordability of our medical devices. How we
address these questions — which are increasingly being asked
by other stakeholders — will go a long way toward determining
how we are perceived. Will we be seen as a faceless, uncaring
industry that places profits ahead of people? Or will we be seen
as an industry that “gets it” — that is helping to improve the
lives of tens of millions of people every day and understands
the need to do our fair share in order to bring our products
and services to even more people in the years ahead? I’m not
suggesting that we abandon our principles or accede to every
demand that’s made of us. But if we are seen as part of the
problem — rather as part of the solution — society will deal with
us as a problem, with unpleasant long-term consequences.
Despite the challenges we face, I continue to be excited by our
potential to transform people’s lives and to grow our businesses.
By learning from others, we can realize our full potential even
sooner.
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A proven path for growth
Michael A. Mussallem
Edwards Lifesciences Corp.
Chairman and Chief Executive Officer
Health care reform and other lightning rod issues, increased
regulatory scrutiny, pressures on reimbursement and a weak
economy now shrouded in fog have all contributed to slower
growth in the medical technology industry, especially in the US.
Many companies are seeking the sunshine of emerging markets,
such as China, India and Brazil, where wealth is increasing and
health care is a rapidly rising priority. This trend continues to gain
momentum with multinational companies as regional expansion
grows in importance.

the value of new technologies that will impact the practice of
medicine. When adding this factor into the value equation, the
cost of pursuing “me too” technologies often becomes
insurmountable. Therefore, now may be the time for us to
examine our portfolios and consider shifting investment toward
the disruptive core technologies, leaving the non-strategic
technologies to companies more focused in those areas. Simply
put, I believe a focused approach will result in greater patient
benefits and increase the likelihood of value creation.

Yet I propose our industry not overlook the exciting opportunities
we have to innovate technologies to address the significant unmet
needs in core markets. Innovation remains a compelling value
proposition and, in my opinion, is the path to successful outcomes
for patients, health care providers and medtech companies.

Certainly, there is no one-size-fits-all solution to the current
challenges facing our industry. I can say, however, that focusing
on innovation in core areas has produced a consistent track record
of successes for our company for more than 50 years, sustaining
us through many economic storms. It has also helped us to
develop the life-saving technologies we offer today. For example,
in our recent history, we have intensified our focus on heart
valves and critical care technologies, areas in which we are global
leaders. This focus has led to the evolution of heart valves and
the commercialization of the game-changing transcatheter heart
valve. This technology enables the replacement of a failed native
valve via a catheter, while the heart continues to beat, rather
than by open-heart surgery, thereby offering certain patients a
treatment option where previously none existed. It also holds
great potential to reduce morbidity, mortality and length of
hospital stay — all of which are considerable wins for everyone.

Slower growth in markets such as the US, Europe and Japan does
not mean opportunities don’t exist. It just means that we have
to be savvy and work harder to find them. Despite significant
advancements in medical treatments and technologies, there
are still many unmet clinical needs in these regions. Millions of
patients are relying on our industry to innovate the technologies
that will enable them not just to live longer, but also to lead
healthier and higher-quality lives.
In the current environment, where fiscal discipline is often
necessary, I believe it is becoming more important for our
industry to focus resources on innovating technologies that
build on our existing core competencies. Stakeholders across
the board are demanding clinically superior products that add
proven economic value and markedly improve quality of life for
patients. Because of this, our industry’s burden of proof is rising
dramatically. Companies are finding that they need to invest in
more data driven clinical trials and patient registries that prove
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While the current health care environment is dynamic and
punctuated by uncertainty, there are two unwavering constants:
the needs of patients and the passion of those in our industry to
help them. I am confident that if we use these guideposts to lead
us along the path of innovation, we will succeed and improve the
quality of patients’ lives around the world — a goal we all seek to
achieve.
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Financial performance

A solid performance
The big picture
Publicly traded medtech companies
in the US and Europe turned in a solid
performance in 2010, with growth in each
of the major financial indicators outpacing
2009 growth rates — a sign that the impact
of the recession may have lessened.
Revenue growth was led in large part
by conglomerates that rebounded after
declining in 2009. The net income of nonconglomerates grew by 43% — the second
consecutive year of double-digit growth.
(After adjusting for the impact of large, onetime charges in 2009, net income growth
was 9% — still a very solid growth rate).
Companies increased their spending on R&D
by 7% — an improvement over the anemic 1%
increase in 2009. Cash holdings grew at a
double-digit rate for the second year in a row.
However, more worrisome was the fact that
nearly one out of every two non-cash-flow
positive companies had less than one year of
money remaining in both the US and Europe.

Medical technology at a glance, 2010

(US$b, data for non-conglomerates except where indicated)
Public company data

2010

2009

% change

$315.9

$303.6

4%

Conglomerates

$122.3

$116.5

5%

Non-conglomerates

$193.7

$187.1

4%

Revenues

R&D expense

$12.4

$11.6

7%

Net income

$17.4

$12.2

43%

Cash and cash equivalents and short-term investments
Number of employees
Number of public companies

$42.0

$35.8

17%

764,355

739,531

3%

436

443

-2%

Source: Ernst & Young and Capital IQ
Data shown for US and European public companies.

Looking ahead, the industry continues
to grapple with mounting pressures and
faces considerable uncertainty. GDP and
unemployment numbers remain weak in
much of the developed world. Western
governments are faced with unprecedented
levels of debt and some are taking extreme

measures to slash budgets. In the US,
entitlement programs such as Medicare are
expected to see payment reductions that
will trickle down to providers, physicians
and, ultimately, medtech companies.
Meanwhile, considerable uncertainty
remains around US health care reforms —
most notably with respect to comparative
effectiveness and the medical device
excise tax — and the future of the 510(k)
clearance process. Lastly, a changing
customer environment — marked by hospital
consolidation, physicians becoming hospital
employees and hospitals and health systems
implementing value-based pricing and
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gain-sharing arrangements, as well as
technology assessment committees — are all
putting pressure on the growth of medtech
companies. (For a full discussion of these
trends, refer to the Introduction article.)
Further expansion into emerging and
underserved markets, aging Western
populations, longer life expectancies and a
gradual improvement in the global economy
are expected to positively impact medtech’s
long-term growth. However, to sustain
growth in the immediate future, companies
will need to address the pressures listed
above.

US public medtech cash index
More than 5 years

3-5 years

2-3 years

1-2 years

Less than 1 year

100%
17%

18%

80%

6%

9%

9%
9%
19%

60%
22%

40%

49%
42%

20%

0%

2009

2010

Source: Ernst & Young and Capital IQ
Chart excludes companies that are cash flow positive.

European public medtech cash index
More than 5 years

3-5 years

2-3 years

1-2 years

Less than 1 year

100%

31%

31%

9%

8%

3%

3%

12%

11%

45%

47%

2009

2010

80%

60%

40%

20%

0%

Source: Ernst & Young and Capital IQ
Chart excludes companies that are cash flow positive.
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United States
US medtech at a glance, 2010

The revenues of all US publicly traded
medtech companies increased by 4% in
2010, after having declined by 0.1% in
2009. With strong top-line growth at
companies such as Danaher and Agilent
Technologies, conglomerate revenues
grew by 7%, an improvement over the
0.9% drop in 2009.

(US$b, data for non-conglomerates except where indicated)
Public company data
Revenues
Conglomerates
Non-conglomerates
R&D expense

As in prior years, more detailed analysis
of financial performance is only possible
for non-conglomerates, since conglomerates
do not report separate financial results
for their medtech divisions. At these
companies, revenues increased by
US$3.8 billion (3%). R&D expense
increased by US$0.7 billion (8%) and
SG&A by US$0.8 billion (2%). Net income
increased by significantly more than the

2010

2009

% change

$204.9

$196.7

4%

$73.3

$68.8

7%

$131.6

$127.8

3%
8%

$9.8

$9.1

SG&A expense

$41.4

$40.6

2%

Net income

$12.4

$7.9

57%

Cash and cash equivalents and short-term investments

$33.0

$27.9

18%

462,730

456,150

1%

279

285

-2%

Number of employees
Number of public companies
Source: Ernst & Young and Capital IQ

top line, growing by US$4.5 billion (57%).
However, this is largely because 2009 net
income had been lowered by large merger,
impairment and litigation related charges

incurred by Hologic, Medtronic and HillRom. If these charges were not included,
net income would have increased by
approximately 8%.

US medtech non-conglomerates, public company financial highlights by region, 2010
(US$m, percentage change over 2009, except market cap over 30 June 2010)

Number of public
companies

Market
capitalization
30 June 2011

Revenue

R&D

Net income

Cash and cash
equivalents

Total assets

38
-3%

$84,180
6%

$39,891
2%

$2,574
2%

$1,223
-201%

$6,304
-6%

$89,070
3%

19
-10%

$59,482
-10%

$22,188
8%

$2,252
10%

$4,155
33%

$4,731
85%

$41,541
25%

Southern California

37
3%

$53,066
33%

$17,069
12%

$1,612
12%

$1,244
-7%

$5,177
23%

$32,381
9%

Northern California

33
6%

$31,772
12%

$8,471
13%

$979
10%

$840
78%

$4,619
31%

$12,492
19%

New Jersey

16
0%

$29,632
6%

$11,182
4%

$681
6%

$1,892
9%

$2,558
-7%

$15,158
13%

2
-33%

$21,463
6%

$7,380
9%

$397
16%

$1,271
15%

$4,404
48%

$11,266
24%

Indiana

3
0%

$13,414
-7%

$6,051
3%

$283
38%

$736
120%

$1,134
17%

$9,859
5%

Pennsylvania

11
0%

$9,611
3%

$4,922
4%

$154
53%

$426
3%

$871
13%

$7,984
6%

Texas

11
-8%

$5,912
18%

$2,833
5%

$176
2%

$395
39%

$672
27%

$4,363
8%

New York

23
0%

$4,985
16%

$2,701
4%

$195
22%

$101
1,164%

$554
22%

$4,618
5%

Region
Massachusetts
Minnesota

Michigan

Source: Ernst & Young and Capital IQ
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Change in US therapeutic device companies’ revenue and net income
by disease category, 2009–10
Revenue

Net income

$2.5

$2.0

Change (US$b)

$1.5

$1.0

$0.5

$0.0

US medtech financings, 2005-H1 2011
$-0.5
Multiple

Orthopedic

Oncology

Dental

Women’s
health

Cardiovascular/
vascular

Source: Ernst & Young, Capital IQ, BMO Capital Markets, Dow Jones VentureSource and Windhover
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The revenues of companies in the
“Therapeutic devices” segment increased
by 3.3% (US$2.5 billion) in 2010,
compared to an increase of 1.9% in 2009.
Twelve of the 16 disease categories saw
their top lines increase, versus only 8 the
year before. Of the six largest disease
segments by revenue, “multiple” and
“orthopedic” saw the largest top line
expansion, growing by 4.9% (US$1.6
billion; three-quarters of which came from
Medtronic) and 6.4% (US$896 million;
two-thirds from Stryker), respectively. The
“Cardiovascular/vascular” and “Women’s
health” segments saw revenues decline in
2010 due to the acquisition of companies
in these segments. Adjusting for these
acquisitions, both segments would have
seen top-line increases in 2010.
Each of the six segments improved their
bottom lines in 2010. Medtronic was
responsible for more than half of the
US$1.8 billion increase in the “multiple”
category’s net income, while the US$2.2
billion increase in the net income of
“women’s health” was almost exclusively
the result of a US$2.3 billion goodwill
impairment charge that had lowered
Hologic’s net income in 2009.

19

While acquisitions are a significant driver
of growth in the medtech industry, it is
noteworthy that the three fastest growing
(and six of the ten fastest-growing)
non-conglomerates expanded their top
lines organically, without the assistance
of a significant acquisition. On the
conglomerate side, however, all of the
fastest growing medtech divisions were
significantly aided by mid-to-large scale
acquisitions of other companies.

Selected fast-growing medtechs by revenue growth, 2005–10
(US$m)

Non-conglomerates

2005

2010

% growth

Illumina

$74

$903

1,128%

NuVasive

$62

$478

671%
522%

Intuitive Surgical

$227

$1,413

Hologic

$288

$1,680

484%

Alere

$422

$2,155

411%

$2,633

$10,789

310%

$108

$405

276%

Thermo Fisher Scientific
Masimo
Life Technologies

$1,198

$3,588

199%

Integra LifeSciences

$278

$732

163%

ResMed

$426

$1,092

157%

Conglomerates

2005

2010

% growth

Danaher: Medical Technologies

$1,182

$4,123

249%

Abbott Diagnostics and Vascular

$2,942

$6,988

138%

Agilent Technologies: Bio-analytical

$1,421

$2,660

87%

Corning Life Sciences

$282

$508

80%

Teleflex Medical

$831

$1,433

72%

Source: Ernst & Young and Capital IQ
Non-conglomerates in italics have made significant acquisitions between 2005 and 2010.

While medtech is constantly being
altered by mergers and acquisitions, it is
encouraging to see that the industry is
dynamic enough to consistently replenish
the loss of seasoned companies with
new generations of leaders. So while
large companies such as Advanced
Medical Optics, Applied Biosystems and
Respironics have been acquired, others
such as Alere, CareFusion and Hologic
have been added to the billion dollar club.

“The billion dollar club,” 2006–10
US$1-2.5b

US$2.5-5b

US$5-10b

US>$10b

3 companies
3 companies
3 companies
1 company

3 companies

1 company
4 companies

5 companies

5 companies

15 companies

16 companies

4 companies

4 companies
6 companies

4 companies

3 companies

5 companies

21 companies
18 companies

2006

2007

2008

2009

2010

25 companies

26 companies

31 companies

30 companies

30 companies

Source: Ernst & Young
Chart shows non-conglomerates segmented by total revenues in each year.
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US medtechs have kept pace with broader indices…
US market capitalization, 2009–H1 2011
EY US medtech industry

Dow Jones Industrial Average

NASDAQ

Russell 3000

+100%

2009

2010

2011

+75%

+50%

+25%

0%

-25%

-50%
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun

…with mid caps leading the charge, and micro caps lagging well behind.
US market capitalization by size, 2009–H1 2011
EY US medtech industry
Large cap (market cap >US$5b)

Mid cap (US$1-5b)

Small cap (US$250m-1b)

Micro cap (<US$250m)

+100%

2009

2010

2011

+75%

+50%

+25%

0%

-25%

-50%
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun

Source: Ernst & Young and Capital IQ
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Europe
European medtech at a glance

The European industry grew slightly
slower than its US counterpart in 2010.
With the exception of headcount and nonconglomerate revenue, the US outpaced
Europe in every other indicator.

(US$b, data for non-conglomerates except where indicated)
Public company data

2010

2009

% change

$111.1

$106.9

4%

Conglomerates

$49.0

$47.6

3%

Non-conglomerates

$62.1

$59.3

5%

Revenues

In 2010, the top-line growth of publicly
traded European companies was very
similar to that in 2009. All European
public companies grew by 4%, essentially
replicating the growth experienced in
2009. For conglomerates, led by Roche
Diagnostics and Philips Healthcare, the
growth rate was 3%, compared to 2% a
year earlier, while non-conglomerates saw
revenues improve by 5% (compared to a
2.4% increase in 2009). The net income of
non-conglomerates grew by 17% in 2010,
down from the 22% increase seen in 2009.
This second consecutive year of

R&D expense

$2.6

$2.5

3%

Net income

$5.1

$4.3

17%
13%

Cash and cash equivalents and short-term investments
Number of employees
Number of public companies

$9.0

$7.9

299,174

283,073

6%

157

158

-1%

Source: Ernst & Young and Capital IQ

double-digit expansion was spearheaded
by strong organic growth at Smith &
Nephew and Sonova. After a 2% drop in
2009, R&D spending bounced back in
2010 as year-over-year totals were up
by 3%. Medtech payrolls continued to edge

up for the second consecutive year.
While not separately disclosed by
companies, headcount growth has
been gravitating towards high-growth
geographies, particularly in emerging
markets.

European medtech non-conglomerates, public company financial highlights by region, 2010
(US$m, percentage change over 2009, except market cap over 30 June 2010)

Number of public
companies

Market
capitalization
30 June 2011

Revenue

R&D

Net income

Cash and cash
equivalents

Total assets

Germany

22
-4%

$41,897
16%

$20,832
8%

$449
10%

$1,537
24%

$527
1%

$29,390
7%

France

14
17%

$23,436
27%

$8,008
10%

$477
2%

$820
3%

$695
3%

$10,022
15%

Switzerland

9
0%

$13,215
-18%

$3,508
8%

$181
1%

$557
-10%

$1,033
23%

$5,119
29%

24
-11%

$11,978
-10%

$4,812
-3%

$218
-8%

$646
38%

$310
0%

$5,886
5%

Sweden

28
0%

$11,495
49%

$4,681
7%

$205
5%

$385
-4%

$502
4%

$6,897
1%

Israel

23
5%

$1,930
35%

$650
41%

$75
32%

$(34)
-20%

$173
33%

$1,063
26%

Region

United Kingdom

Source: Ernst & Young and Capital IQ
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Change in European therapeutic device companies’ revenue and net income
by disease category, 2009–10
Revenue

Net income

1.0

0.8

Change (US$b)

0.6

In 2010, the revenues of “Therapeutic
devices” companies increased by 6% to
US$53 billion – down slightly from the 8%
growth rate in 2009. Of the five largest
therapeutic devices disease segments, all
but one (Multiple) experienced year over
year growth in 2010. Fresenius Medical
Care was solely responsible for the
“Hematology/renal” 7% jump (US$829
million) while Essilor helped spur the
expansion in “Ophthalmic.” Each of the
five largest segments improved their
bottom lines in 2010.

0.4

0.2

0

Hematology/renal

Non-diseasespeciﬁc

Orthopedic

Multiple

Opthalmic

Source: Ernst & Young and Capital IQ
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Similar to the US, six of the ten fastestgrowing non-conglomerate medtechs in
Europe have seen their top lines swell
predominantly through organic means
and without the assistance of large
acquisitions. Among conglomerates,
Philips, Roche and Siemens have used
significant acquisitions to bolster their
top lines, while Carl Zeiss and Draeger
Medical have grown largely through
organic means.

Selected fast-growing medtechs by revenue growth, 2005–10
(US$m)

Non-conglomerates

Location

Shamir Optical Industry

Israel

2005

2010

% growth

$52

$158

Ion Beam Applications

204%

Belgium

$170

$513

Qiagen

202%

Netherlands

$398

$1,087

173%

Sonova Holding

Switzerland

$539

$1,440

167%

ELEKTA

Sweden

$438

$1,027

135%

Ossur

Iceland

$161

$359

123%

Syneron Medical

Israel

$87

$190

118%

Getinge

Sweden

$1,590

$3,081

94%

Given Imaging

Israel

$87

$158

81%

Q-Med

Sweden

$131

$202

54%

Location

2005

2010

% growth

Conglomerates
Carl Zeiss Meditec

Germany

$412

$953

131%

Siemens Healthcare

Germany

$9,698

$16,380

69%

Roche Diagnostics

Switzerland

$6,628

$9,998

51%

Philips Healthcare

Netherlands

$7,897

$11,394

44%

Draeger Medical

Germany

$1,378

$1,950

42%

Source: Ernst & Young and Capital IQ
Non-conglomerates in italics have made significant acquisitions between 2005 and 2010.
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European medtechs have outperformed the broader European markets…
European market capitalization, 2009–H1 2011
EY European medtech industry

DAX

FTSE 100

CAC 40

+100%

2009

2010

2011

+75%

+50%

+25%

0%

-25%

-50%
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun

…as small caps expanded by more than 125%, while micro caps struggled.
European market capitalization by size, 2009–H1 2011
EY European medtech industry
Large cap (market cap >US$5b)

Mid cap (US$1-5b)

Small cap (US$250m-1b)

Micro cap (<US$250m)

+150%

2009

2010

2011

+125%

+100%

+75%

+50%

+25%

0%

-25%

-50%
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun

Source: Ernst & Young and Capital IQ
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Financing

Debt goes through the ceiling
The big picture
Capital raised in the US and Europe, 2005–H1 2011 (US$m)
Type
Venture
IPO
Follow-on public offering

2005

2006

2007

2008

2009

2010

H1 2011

$3,214

$4,423

$5,108

$5,043

$4,809

$4,204

$2,211

$988

$1,445

$1,816

$125

$103

$568

$329

$733

$1,060

$1,828

$1,435

$1,537

$961

$1,301

Debt

$1,306

$10,341

$6,061

$4,506

$7,073

$17,030

$6,020

PIPE

$702

$2,309

$1,095

$389

$655

$824

$201

Total

$6,943

$19,578

$15,908

$11,498

$14,177

$23,587

$10,062

Source: Ernst & Young, Capital IQ, BMO Capital Markets, Dow Jones VentureSource and Windhover

Medical technology companies in the US
and Europe raised nearly US$23.6 billion
in 2010 — an astounding 66% increase over
2009’s total and the highest annual total
in the six years that we have been tracking
medtech funding numbers. The trend
continued in the first six months of 2011,
with financing totals generally keeping pace
with those seen in 2010.

was mostly concentrated in a handful of
mature companies that took advantage of
historically low interest rates to raise debt —
funds that were typically used to restructure
balance sheets, finance acquisitions or fund
general operations.

However, the remarkable increase in capital
raised was not driven by a fundamental shift
in investor sentiment toward medtech and
it has not made the financing environment
any easier for the vast majority of emerging
companies. Instead, the increase in funding

Meanwhile, emerging, pre-commercial
companies faced a very different funding
environment. Venture financing dropped
for the third consecutive year in 2010 —
falling by 13% relative to 2009 — though
the amount raised is still consistent with
levels seen before the cresting of the
“easy money” era. The challenging market
conditions faced by medtech companies —
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including growing regulatory and pricing
pressures and the preference of strategic
buyers for later-stage assets — continue to
delay exits and squeeze returns for venture
capital firms. Compounding the challenge
is an IPO environment that remains weak.
After more than two years of sluggishness,
IPO activity improved in 2010, but not at
the pace seen prior to the global recession.
Over time, the industry faces the prospect
that the challenging funding environment
for R&D-stage companies will place medtech
innovation at risk — something that is
discussed in greater detail in this year’s
Introduction article, as well as in last year’s
report.

United States
US medtech financings, 2005–H1 2011
Venture ﬁnancing

IPO

Follow-on public offering

Debt

PIPE

$18
$16
$14

US$b

$12
$10

With interest rates hovering near historic
lows, several large companies issued
corporate debt. Although many of these
companies had healthy cash positions,
they took advantage of the low interest
rate environment to refinance existing
debt, undertake stock buybacks and
pursue acquisitions.

$8
$6
$4
$2

US medtech financings, 2005-H1 2011

$0
2005

2006

2007

2008

US medtech companies attracted more
than US$16.7 billion in financing in
2010, a 37% increase over 2009 and the
highest annual total since at least 1999.
Debt financing contributed US$11.4
billion (68%) of the 2010 total, surpassing
the prior record of US$6.8 billion raised in
2009. This trend continued through the
first half of 2011, when debt constituted
59% (US$4.9 billion) of the US$8.3 billion
in medtech financing.

2009

2010

Source: Ernst & Young, Capital IQ, BMO Capital Markets, Dow Jones VentureSource and Windhover
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Non-conglomerates that issued significant
amounts of debt over the past 18 months
include Medtronic (US$4 billion),
Thermo Fisher Scientific (US$2.9 billion),
Life Technologies (US$2.3 billion),
Becton Dickinson (US$1 billion) and
Stryker (US$1 billion).
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US medtech financings without debt offerings, 2005–H1 2011
Venture ﬁnancing

IPO

Follow-on public offering

PIPE

$8

$7

$6

$5
US$b

The picture was dramatically different
for non-debt financings. After excluding
debt from the numbers, the amount of
capital raised by US medtech companies
actually declined by 3%. While this
represents the fourth consecutive year
of decline in the amount of non-debt
funding, we should note that the decline
in 2010 was relatively modest and that
the funding levels are still consistent
with those seen in years prior to the
easy money era.

$4

$3

$2

$1
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Capital raised in 2010 and H1 2011 by leading US regions

As in prior years, companies in California,
Massachusetts and Minnesota attracted
the lion’s share of investment over the
past 18 months — US$17.5 billion or 70%
of the US total. However, the nature of
funding was quite different across these
clusters.

$6
Minnesota
Southern California

Total capital raised (US$b)

$5
Massachusetts

$4
Northern California

$3
New Jersey

$2

New York

$1
Maryland

$0
$0

$500

$1,000

$1,500

$2,000

Venture capital raised (US$m)
Source: Ernst & Young, Capital IQ, BMO Capital Markets, Dow Jones VentureSource and Windhover
Size of bubbles shows relative number of financings per region.
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In Minnesota, a remarkable 95% of the
funding was comprised of debt offerings
by just two mature companies — Medtronic
and St. Jude Medical. Consequently,
Minnesota led the nation in total capital
raised, with a total of US$5.2 billion,
coming out ahead of Southern California
(US$4.6 billion) and Massachusetts
(US$4.5 billion). However, the number
of rounds in Minnesota was much lower
than in the other leading clusters and was
more in line with the number of rounds in
second-tier clusters.
Conversely, in the three other leading
funding clusters — Northern California,
Southern California and Massachusetts —
funding was more broadly distributed
in a larger number of relatively small
rounds. Northern California dominated the
venture capital scene in both the amount
raised (US$2.0 billion) and the number of
financings (125).
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US venture capital, 2005–H1 2011
Total amount raised

Average deal size
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Average deal size (US$m)

Total amount raised (US$b)

Not surprisingly, venture capital — which
represents the largest share of nondebt financings — also declined in 2010.
Venture funding fell by 15% to US$3.5
billion, and the average US$9.0 million
round size was the lowest since 2004.
Still, the amount of venture capital raised
in 2010 easily surpassed the annual
averages seen before the easy money
years. Through the first half of 2011,
there has been a slight uptick in the
medtech venture market, with about
US$1.9 billion (US$13.1 million per
round) invested.

US IPOs, 2010–H1 2011
Company

Ticker

Location

Product type (disease)

DynaVox

DVOX

Pittsburgh, Penn.

Other

Gross raised (US$m) Quarter

GenMark Diagnostics

GNMK

Pasadena, Calif.

Non-imaging diagnostics

Pacific Biosciences

PACB

Menlo Park, Calif.

Research and other equipment

REVA Medical

REVA

San Diego, Calif.

Therapeutic devices (cardiovascular/vascular)

78 Q4 2010

Complete Genomics

GNOM

Mountain View, Calif.

Research and other equipment

54 Q4 2010

Fluidigm

FLDM

South San Francisco, Calif.

Research and other equipment

86 Q1 2011

BG Medicine

BGMD

Waltham, Mass.

Non-imaging diagnostics

40 Q1 2011

Kips Bay Medical

KIPS

Minneapolis, Minn.

Therapeutic devices (cardiovascular/vascular)

16 Q1 2011

141 Q2 2010
28 Q2 2010
200 Q4 2010

Source: Ernst & Young, BMO Capital Markets, Capital IQ and Windhover

Five US medtech companies completed initial public offerings
in 2010 and grossed a total of US$501 million. These figures
surpassed the combined totals for 2008 and 2009 (4 IPOs for
US$206 million), but still fell well behind the levels seen in 2007
(when 13 IPOs raised US$1.2 billion). In the first half of 2011,
another three US companies went public, raising US$142 million.
It is worth noting that the majority of the companies that

have gone public since January 2010 have been in the
“Research and other equipment” or “Non-imaging diagnostics”
segments. The relative scarcity of therapeutic device companies
may be one more sign that private and public investors are
increasingly interested in companies that are better positioned to
avoid the pitfalls of FDA approval and reimbursement.
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With four medtech IPOs pulled since the
fourth quarter of 2010, and only four
more companies in the queue as of 30
June 2011, we expect the environment
for medtech IPOs will continue to be
challenging over the coming months.
Given the recent market volatility,
investors are likely to become more risk
adverse and those companies that do
find a positive reception by investors
will likely have to be mature businesses
with a clear path to profitability. Should
the performance of this recent batch
of IPOs improve, and overall public
medtech valuations begin to recover,
investors may be more willing to consider
platform/technology companies that
have modest revenues as potential IPO
candidates. Until then, we may see more
US companies looking to go public on
overseas exchanges, like REVA Medical
and GI Dynamics, which went public on the
Australian Securities Exchange in recent
months.

The majority of US IPOs priced below their desired ranges...

$10

$5

$0
DVOX

GNMK

PACB

GNOM

FLDM

BGMD

KIPS

Source: Ernst & Young and Renaissance Capital

...and most were down in subsequent trading.
30 June 2011 closing price relative to offering price

Only four members of the current IPO
class — DynaVox, Fluidigm, Kips Bay
Medical and Pacific Biosciences — were
able to go public at a price within their
desired range. In addition, more than half
of all the companies saw their share prices
fall below their launch prices as of 30
June 2011.
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European medtech financings, 2005–H1 2011
Venture ﬁnancing
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European financing trends were very
similar to those seen in the US. As in
the US, funding rose to the highest
level since at least 1999 — in this case,
surging by a remarkable 251% year over
year to US$7.0 billion. Once again, this
was largely driven by corporate debt,
which accounted for US$5.6 billion —
an astounding 80% of all funds raised.
This trend continued in the first half
of 2011, when debt accounted for
US$1.1 billion out of the US$1.7 billion
in total financing.
As was the case in the US, debt funding
was driven by a handful of companies.
Germany’s Fresenius Medical Care floated
the largest cumulative amount of debt
(US$3.7 billion) during the 18-month
period ending in June 2011. Fresenius
used the proceeds for general corporate
purposes, working capital needs, to repay
indebtedness and for acquisitions.
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European financings without debt offerings, 2005–H1 2011
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PIPE

US$b

After removing debt financing from
the total, the picture is very different.
While total funding increased by 251%,
non-debt financing declined by 19%.
Europe’s financing performance was
even weaker because, unlike the US,
public offerings (IPOs and follow-ons
combined) yielded a meager US$112
million in 2010. However, 2010 did see
a slight uptick in venture investment, as
well as strong growth in PIPEs. Looking
at 2011, the markets for both followons and PIPEs were extremely weak
through the first six months of the year,
while venture financing showed some
encouraging year-over-year growth.
However, given the ongoing European
debt crisis, the funding environment
may become more difficult for some
public companies and IPO candidates.
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2010

H1 2011

Capital raised in 2010 and H1 2011 by leading European countries

Primarily driven by a series of large debt
offerings by Fresenius Medical Care,
Germany (US$4.2 billion) raised 48%
of total capital in Europe, while the UK
(US$1.5 billion) and the Netherlands
(US$468 million) rounded out the top
three. The UK’s total was primarily the
result of a debt offering by Smith &
Nephew, whereas the Netherlands’ total
was driven in part by Europe’s largest
medtech IPO, Tornier.
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Israel (US$265 million) once again led
Europe in venture capital raised. For
the second consecutive period, Israeli,
French, British and German medtechs
all raised more than US$100 million of
venture capital.
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Source: Ernst & Young, Capital IQ, BMO Capital Markets, Dow Jones VentureSource and Windhover
Size of bubbles shows relative number of financings per region.

European IPOs, 2010-H1 2011
Company

Ticker

Location

Product type (disease)

Gross raised (US$m) Quarter

Aposense

APOS

Israel

Imaging

16 Q2 2010

Carmat

ALCAR

France

Therapeutic devices (cardiovascular/vascular)

21 Q3 2010

CellCura

CELL

Norway

Research and other equipment

Stentys

STNT

France

Therapeutic devices (cardiovascular/vascular)

Tornier

TRNX

Netherlands

Therapeutic devices (orthopedic)

Tekka

ALTKA

France

Therapeutic devices (dental)

Biosynex

ALBIO

France

Non-imaging diagnostics

3 Q4 2010
30 Q4 2010
166 Q1 2011
16 Q1 2011
4 Q1 2011

Source: Ernst & Young, BMO Capital Markets, Capital IQ and Windhover

After two years of virtually no activity, the European IPO market
began to show some signs of life as four companies went public in
2010, followed by another three in the first half of 2011. However,

outside of the Dutch orthopedic company Tornier’s US$166 million
IPO, the average IPO size for the other six companies was only
US$15 million, well below the average seen in the US.
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Average deal size (US$m)

The average venture round in Europe
was roughly two-thirds its US counterpart
in 2010 (US$5.8 million vs. US$9.0
million). Unlike the US, where seven of the
ten largest venture capital rounds were
invested in either “research and other
equipment” or “non-imaging diagnostic”
companies, only two of the ten largest
rounds in Europe went toward these types
of companies. The five largest rounds
were raised by “therapeutic device” and
“imaging” companies.

European venture capital, 2005–H1 2011

Total amount raised (US$m)

European venture investment was
up 4.7% to US$707 million in 2010,
compared to a 15% drop in the US, and
the amount raised in the first half of
2011 was on pace to equal 2010 totals.
Once again, despite the drop relative to
the heights achieved in 2007, venture
funding compares favorably to levels seen
in 2005 and before (prior to the easy
money years).

European IPO performance – class of 2010 and H1 2011

Unlike their US counterparts, the majority
of European IPO companies were
successful in pricing within their desired
filing ranges. By 30 June 2011, four of
the seven were trading up relative to their
IPO prices (with one company — French
heart prosthesis company Carmat SA —
seeing its price increase by an astonishing
845%). As in the US, a number of European
companies have pulled planned offerings
and the mid-2011 IPO pipeline is very thin.

30 June 2011 closing price relative to offering price
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US medtech financings, 2005-H1 2011
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Roundtable on mergers and acquisitions

A fundamentally
new deal environment
Kevin Davies
RBC Capital Markets
Managing Director,
Head of Healthcare Group

Ali Satvat
Apax Partners
Principal

Medical technology has always been a deal-driven industry. After
reaching lofty heights in 2006 and 2007, M&A activity plummeted
in the wake of the financial crisis and bottomed out in 2009.
While we have seen a significant rebound in transaction activity
since the beginning of 2010, a host of other challenges continue
to cloud the long-term prospects of M&As, product innovation,
traditional business models and the industry as a whole.
To better understand the current M&A environment, we sat
down in July 2011 (prior to the market volatility that occurred
in August) with four veterans of the medtech deal environment.
These include business development executives from two of
the industry’s most active acquirers – Johnson & Johnson and
Stryker. Our panel also includes insights from an investment
banker from RBC Capital Markets and a principal from the private
equity firm Apax Partners who made a big splash in July when it
announced its planned acquisition of Kinetic Concepts.
Ernst & Young: Medtech M&A activity seems to have rebounded
in 2010 and the first half of 2011. What’s driving this uptick?

Aileen Stockburger
Johnson & Johnson, Inc.
Vice President, Worldwide
Business Development

Bryant Zanko
Stryker Corporation
Vice President,
Corporate Business
Development
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Zanko: I believe we have a perfect confluence of factors. With
strong balance sheets and lots of cash, companies are looking to
M&A to boost growth. We’re also in a period of historically cheap
and, until most recently ,available credit and there is pent-up
demand from motivated sellers who are looking to exit from the
investments they made before the recession in 2008.
Davies: I agree with all of Bryant’s comments. Sustaining growth
has been a challenge, as have a host of uncertainties surrounding
the FDA approval process, health care reform in the US and a
changing sales environment where payers and providers have more
influence over physician choices. Now that medtechs are beginning
to come to terms with these uncertainties — and general economic
conditions have improved — companies are more confident about
conducting M&As.
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This is not just about an uptick in the number and size of
transactions — it’s about a fundamentally different deal
environment. Not too long ago, the sector traded at a premium
relative to the S&P 500 because its growth typically exceeded
such benchmarks. That is no longer the case, because the growth
rates of the largest medtechs have slowed. To really boost revenue
growth and price to earning multiples, companies will need to go
beyond run-of-the-mill “tuck-in” acquisitions. Indeed, the large
medtechs are looking for big breakthrough technologies or seeking
to strengthen their positions in growing, multibillion-dollar markets.
In order to do that, acquirers need to do something that’s either big,
like Johnson & Johnson’s acquisition of Synthes, or they need to
take a calculated risk on new technologies. Even if a new technology
costs hundreds of millions of dollars, it may be worth making a bet
to enter a new multibillion-dollar market.

Zanko: Five years ago, strategic acquirers were pursuing riskier,
early-stage transactions with significant contingent payouts,
milestone payments and other risk-sharing mechanisms. In today’s
heightened regulatory/payer risk environment, they are instead
more likely to focus on “de-risked” deals. This may include larger,
later-stage targets, firms that are profitable or cash flow-positive or,
at the very least, generate significant sales.

Stockburger: Even in the downturn, J&J never really stopped
looking for acquisitions. However, smaller medtechs were
unwilling to sell because their valuations had nosedived and many
were unwilling to accept the new market values due to market
uncertainty. Today, people feel the market is pretty stable and they
are much more comfortable accepting a reasonable acquisition
price for their company.

To pay top dollar for a company in today’s environment, its products
must have outstanding health care economics, deliver superior
patient outcomes and make a meaningful difference for surgeons.
The target also needs to meet financial thresholds — not only longterm payback, but also short-term earnings per share.

Ernst & Young: The industry faces increasing constraints on
incremental product innovation and growing requirements
to demonstrate health outcomes for product approval and
reimbursement. How are these challenges affecting medtech
M&A strategies?
Stockburger: While the development cycle in the US is becoming
longer and more expensive, these pressures aren’t necessarily
affecting our M&A strategy. However, the uncertainty around the
US product approval process and the higher bar to demonstrate
outcomes to gain reimbursement is certainly impacting emerging
companies. We are seeing fewer emerging companies focused on
early-stage R&D because the pool of venture capital isn’t getting any
bigger. So while the current impact on acquirers like J&J may be
minimal, the ability of emerging companies to weather the current
environment may ultimately impact the way we evaluate the market
in the long term.

“This is not just about an uptick in the
number and size of transactions — it’s
about a fundamentally different deal
environment.”

Kevin Davies

Davies: These pressures are certainly changing the way acquirers
look at targets. In recent years, emerging companies with PMA
devices typically seek to first gain European approval and some
European reimbursement before thinking about clinical trials in the
US. In the current regulatory environment, large strategic buyers
considering acquiring such emerging companies are increasingly
asking trusted clinicians and sales reps to gauge the need for and
clinical utility of the target’s device, as well as the likelihood of
securing approval and reimbursement. If the device passes this
review, the strategic acquirer has more confidence that it can
demonstrate a strong value proposition to payers.
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Satvat: I have a somewhat different perspective. As Bryant pointed
out, buyers are now moving to later-stage, de-risked assets.
However, with the traditional early-stage funding model under
fire, there is more need than ever for strategic investors to acquire
firms sooner in the development cycle to avoid any potential gaps
in product innovation. While some buyers are acquiring early-stage
companies, they are proceeding with significant caution. They
are more willing than ever to kill deals quickly if the regulatory or
commercial hurdles become too cumbersome. I hope that strategic
buyers remain cognizant of the tremendous potential upside from
early-stage deals and balance the potential upside along with the
increased risks and any necessary hassles and headaches.

“In today’s heightened regulatory/payer
risk environment, [strategic acquirers]
are instead more likely to focus on “derisked” larger, later-stage targets, firms
that are profitable or cash flow-positive
or, at the very least, generate significant
sales.”

Bryant Zanko

Ernst & Young: Today there is a much greater emphasis on
selling to payers and providers, in addition to physicians. How
will this change the way medtechs look at potential targets —
both companies and technologies?
Satvat: Companies must ensure that they are sensitive to the
different requirements of their many constituents — physicians,
payers and providers — who are all involved in the purchasing
process. Each constituent will have different needs and mentalities
and will be asking different questions. While we expect that many
products will retain their existing physician preference status, it
is now more important than before to spend time during both
the diligence and the post-transaction periods to understand the
approach of payers – whether public or private – given the reality of
cost consciousness. Assets that provide truly differentiated clinical
outcomes in a cost-effective manner for the healthcare system will
become increasingly relevant targets.

40

Stockburger: This greater focus on payers and providers is
affecting how we evaluate potential sales force and go to market
synergies. Traditionally, we have looked for synergies between the
target and ourselves with respect to the sales force, the products
and the interactions with the doctor. If a sales rep is calling on a
cardiologist, what else can we put in her bag? But now, if my sales
rep is no longer visiting only a cardiologist, but also needs to see the
purchasing agent, that is a much different sales strategy.
As always, the most attractive products are those that are wanted
by doctors, are cost effective and significantly improve patient
outcomes. To succeed, companies will need to satisfy all of these
requirements. Unfortunately, we still see many small companies
only focused on one set of requirements — those of the doctors.
They come up with great new technologies, but their bubbles are
burst when we start asking about their reimbursement strategy and
they haven’t formulated one yet. Well, that’s a pretty big omission
no matter how revolutionary the product is.
Zanko: I would argue that we have always sought to acquire assets
that not only improve clinical outcomes but also deliver value to the
system. We also think about regulatory pathways, health economics
and how long it might take to secure reimbursement. There’s always
an element of risk and a time value of money, so we have to weigh all
of those in terms of how much we’re willing to pay for an opportunity,
how we might structure the transaction, the risk profile, etc.
That being said, I do agree with Aileen. It is no longer enough
for companies to merely place a great product in the hands of a
surgeon. All of the stakeholders — physicians, payers, providers and
even patients — play an important part in the system and need to be
aligned. But we have to be careful in overstating the decline in the
physicians’ role in purchasing. I believe physicians — whether they
are employees or running their own practices — will continue to play
a significant role in identifying the best products, procedures and
clinical approaches.
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Ernst & Young: Recently, a number of medtech companies have
been diversifying their operations by either acquiring services
capabilities or forming joint ventures with non-traditional
players. Do you see this trend continuing?
Stockburger: We are always looking for opportunities that will
make our offerings more comprehensive. While the idea of a holistic
solution sounds great in theory, in practice such arrangements are
extremely complicated. You need to come up with an offering that is
unique and you need to determine if your organization will be better
at delivering that offering than others.
I remember an example of an operating room consulting company
we bought about 15 years ago. We ended up selling it two years
later because we could not make it a viable offering. Our customers
thought the services were great — but they weren’t willing to pay for
them. It’s one thing to go out and buy a services company, but it’s
another to determine how you’re actually going to use it to enhance
your offering or value proposition. You need to make sure you can
identify, understand and communicate the economics of such a
partnership.
Zanko: It’s a misconception that medtech manufacturers are not
already service-driven organizations. Medtech service costs tend to
be baked into the device price, but from supply chain management
to physician training and clinical support, service is a cornerstone of
the medtech businesses.
That said, we are certainly committed to exploring new
opportunities to make our service offerings more comprehensive.
With the acquisition of Ascent, now Stryker Sustainability Solutions,
we not only focused on improving our relationships with surgeons,
but just as importantly, we demonstrated to hospital CFOs and
procurement officers that we were committed to delivering
outstanding products at a lower cost. In short, I think anything we
can do as an organization to broaden our appeal with our varied
constituents, including service-related activities, should be essential
moving forward.

Satvat: Like Aileen and Bryant, I think that combining a service
element with a product offering is extremely important, as it
further enhances the value that a medtech company can deliver. I
also believe that medtech companies will continue to look for ways
to incorporate technology into standard products to make them
“smarter.” For example, components such as sensors, which can track
and communicate information in real time, add value for the patient,
the physician and the payer. However, managing such complex,
real-time data is typically beyond the existing core competencies of
most medtech companies. So, they will need to either acquire these
capabilities or to partner with outside parties to gain access to them.

“Companies must ensure that they are
sensitive to the different requirements
of their many constituents — physicians,
payers and providers — who are now
involved in the purchasing process.”

Ali Satvat

Of course, as Aileen stated, the real challenge for medtech companies
in developing these new service capabilities is finding ways for payers
to actually pay for them. There’s a huge wasteland of ideas that
sounded great at the outset but for which companies were unable to
obtain reimbursement.
Ernst & Young: How are venture funding challenges affecting
medtech innovation?
Davies: In the current environment, VCs are already challenged
to invest in PMA-type clinical trials. While the time frames and the
amount of capital needed have increased — almost to the levels
of clinical trials for drugs — returns and multiples have not. VCs
and their portfolio companies can still earn huge returns with
a breakthrough product and in the right market, but the risks
associated with a long, uncertain FDA approval path are too large for
many investors.
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Zanko: Kevin is right. There is no doubt that the current US medtech
regulatory environment has clearly shifted the VC investment
paradigm. VCs play a critical role in fostering industry innovation, but
the additional risks associated with longer product approval times
are requiring them to invest more capital per company. By plowing
more of their money into their existing portfolio companies, VCs
are earning severely diluted rates of return on the back end and it is
also leaving them with less money to invest in other opportunities.
If VCs are not willing or able to fund clinical trials for disruptive
technologies in the future, industry innovation will be hindered. And
unfortunately, I don’t see corporates or the US government filling in
the funding gap. So there is a real danger of diminished innovation.

“It’s one thing to go out and buy a
services company, but it’s another to
determine how you’re actually going to
use it to enhance your offering or value
proposition. You need to make sure you
can identify, understand and communicate
the economics of such a partnership.”
Aileen Stockburger
Satvat: With the aforementioned challenges hindering the ability
of VCs to invest in early-stage companies, I think that we may see
VCs increasingly move into the growth equity landscape. VCs may
take their product knowledge and sector expertise to invest in laterstage, revenue-producing companies. So, I think that there may be
some morphing of the existing VC model because the overall market
challenges won’t be going away anytime soon. This change in focus
could pose a substantial problem for early-stage product innovation
and also make the later-stage landscape more competitive.
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Ernst & Young: A number of large companies have divested noncore assets over the past several years. Are there any common
trends around these divestitures? What steps should companies
take to maximize value in divestitures?
Zanko: I don’t believe these divestitures are either a trend or a
theme. Rather, they reflect tactical portfolio management. When
Stryker sold its Physiotherapy business, there wasn’t necessarily a
change in the company’s overall strategy. Rather, we believed that
we weren’t truly maximizing the value of that asset and that new
owners could possibly do a better job.
Stockburger: A divestiture is often viewed as a failure on the part
of the seller but, as Bryant stated, they are really about portfolio
management — moving assets to optimize a book of business. I
would rather invest in an asset that is strategic to the company than
one that is not core to our mission.
I certainly see more and more companies performing or considering
divestitures. Corporate business development teams are openly
talking about divestitures, and private equity investors are inquiring
about assets that might potentially be spun off. I think this level of
interest in divestitures by potential buyers and sellers is good for
everyone.
Satvat: From my experience, management teams from spun-out
companies are often very supportive of a divestiture. Generally,
these properties haven’t received much focus from the parent
company, and they aren’t able to properly reorganize or revitalize
their operations until and unless they are spun out.
In order to maximize value as an acquirer of divested assets, we
have to go the extra mile in performing due diligence, particularly
around regulatory issues. Is there anything about this asset that
I don’t understand? Is there anything about a system that I’m
inheriting that might be challenging? Also, am I buying just an asset
or instead a platform that can be developed and grown further?
Can I integrate it with those that I already own? Finally, and most
importantly, it’s important to focus on assets that are market
leaders that still have an opportunity to grow — whether that’s
with an infusion of additional capital and resources or the backing
of an existing management team with renewed focus or a new
management team that can bring fresh ideas.
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Ernst & Young: How is the uncertainty around US health care
reform and the FDA approval process affecting deals? Has this
driven you to focus more on acquisition targets outside the US?
Zanko: While we’ve historically seen US companies pursue the route
of developing outside US (OUS) data and commercial experience
before earning product approval in the US, we are now seeing
something new — US-based medtechs building their entire business
case overseas and bypassing the US altogether. As a large company,
we would still prefer to see a pathway to US approval before
acquiring a company. The US is still the most important health
care market in the world, and to justify the values that their venture
investors want, companies have to show a strategy for entering
the US.
Of course, the bigger issue is that we need to ensure that innovative
products can first be commercialized in the US so that patients here
can benefit sooner. Unfortunately, until positive regulatory reform
occurs in the US, medtech innovation will continue to shift overseas.
Stockburger: I don’t believe the lack of visibility in the US has
changed our M&A strategy at all. We certainly see many US-based
medtechs avoiding the FDA approval process and going to Europe.
While it may offer a quicker and cheaper alternative to product
approval and reimbursement, we still would like to see a US product
as well. Like Bryant, we also like business plans that take the US into
consideration.
The ability of a potential target to eventually receive US product
approval and reimbursement is very important. Yes, the US FDA
approval process is long and expensive, but it is also necessary.

Satvat: The lack of clarity in the US product approval process has
increased our spending on external advisors to ensure that we have
as complete an understanding as possible of issues around assets
that we purchase and a means of remedying challenging regulatory
situations. Also, as a global private equity firm, we have the ability
not only to leverage learnings from one geography to another, but
also the flexibility to invest in assets across various geographies.
Ernst & Young: After a brief hiatus, private equity (PE) appears
to have reignited its interest in medtech. What is your view on
PE’s return to the market?
Zanko: As long as the cost of capital remains low and companies
continue to produce good corporate earnings, I think PE is going
to be a player in the medtech market. That being said, we don’t
typically run into PEs on our deals, especially for targets that have
significant synergies with our existing core business. However, if we
were to look at an entire new platform, where we don’t really have
synergies, I can certainly see PE becoming a competitor.
Stockburger: Private equity definitely seems to be back in force.
I seem to receive a phone call a day from PEs asking if J&J is
selling anything. In fact, we know that PE firms were interested in
Synthes — an acquisition on which we are spending about US$21
billion! Consider that if you think private equity doesn’t have serious
sums of money to spend. More important, they have banks lined up
that are willing to finance medtech-related transactions. It looks like
the medtech deal environment is about to get even more interesting
in the months ahead.

Davies: While I agree with Bryant and Aileen that the US is still an
extremely important market, emerging companies’ OUS strategies
may actually open up greater opportunities elsewhere. If a device is
being paid for in Europe, why couldn’t a company also make money
in underpenetrated markets such as China, India and Brazil? Also,
with a lot of their cash sitting offshore, large medtechs are very
interested in using that cash for more non-US transactions.
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Mergers and acquisitions

Let’s make a deal
The appetite for medical technology assets
rebounded in 2010. A year after the market
for medtech mergers and acquisitions
bottomed out, M&As involving US and
European medtech companies totaled nearly
US$31 billion, almost double the amount
seen in 2009. Taking advantage of strong
balance sheets, healthy cash flows, pent-up
demand, historically low interest rates and
steady valuations, buyers used acquisitions
to boost revenues or diversify. There was
also evidence that more acquirers were
getting back into the game after sitting on
the sidelines for the better part of two years,
as the number of M&As increased from
171 in 2009 to 201 in 2010. This uptick
continued through the first half of 2011,
when more than US$47.3 billion worth of
transactions were announced.
M&As ranged from riskier, long-term bets on
breakthrough technologies to strategic “tuckin” acquisitions. There was also a notable
increase in the number of large takeovers.
The number of M&As valued at more than
US$1 billion returned to pre-recessionary
levels and the third-largest M&A (Johnson
& Johnson/Synthes) of the last decade
occurred during the first half of 2011.

M&As in the US and Europe, 2007–H1 2011 (US$m)
Type
Number of M&As
Total value of M&As
Average deal size
Number of M&As more than US$1 billion

2007

2008

2009

2010

309

238

171

201

H1 2011
135

$61,968

$30,709

$15,725

$30,624

$47,340

$348

$274

$175

$243

$351

15

6

2

7

7

Source: Ernst & Young and Capital IQ
Average deal size calculated using deals with announced values.

US and European M&As by type of buyer, 2000–H1 2011
Medtech

Conglomerate

Pharma

Private equity

Other

100%

80%

Share of total deal value

The big picture

60%

40%

20%

0%
2000-01

2002-03

2004-05

2006-07

2008-09

2010-Jun 2011

Source: Ernst & Young, Capital IQ, Windhover and BMO Capital Markets

Private equity (PE) returned to the scene in
medtech M&A. In a number of recent cases,
PE firms were actively involved in pursuing
high-profile targets such as Synthes,
Beckman Coulter and AstraZeneca’s dental
division Astra Tech — even though other
buyers ultimately prevailed. In July 2011,
Apax Partners (Apax) and two Canadian
pension firms revealed their intention to
acquire Kinetic Concepts (KCI) for US$6.3
billion. Meanwhile, TPG made waves by
announcing a US$2 billion buyout of
Immucor. Should the Apax/KCI deal go
through (in late August, private equity-

owned ConvaTec reportedly made an offer
to buy KCI), it would be the largest leveraged
buyout since the collapse of Lehman
Brothers in 2008. As accessing substantial
amounts of capital has become easier, PE
firms are expected to continue their push
into medtech, attracted by the sector’s
sound fundamentals, perceived low public
valuations and international expansion
opportunities.
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As we go to press in September 2011,
concerns around sovereign debt and a
potential double-dip recession has resulted in

some tightening of the credit markets. While
this will not affect large strategic acquirers, it
will make access to capital more challenging
for small to midsize companies. In the
longer term, an unpredictable regulatory
environment, particularly in the US,
increased pricing pressures, changing sales
models and impending health care reforms
could drive more industry consolidation.
Acquirers will likely continue to shy away
from riskier, early-stage transactions in favor
of deals that they perceive to have less risk —
acquisitions of later-stage firms that produce
revenue and, in many cases, turn a profit.

US mergers and acquisitions, 2000–H1 2011
Total deal value

Total deal value of mega deals (>US$10b)

Average deal size
$1,000

$80

$800

$60

$600

$40

$400

$20

$200

$0

Average deal size (US$m)

Total deal value (US$b)

$100

The value of M&As involving US medtech
companies surged 84% to US$27.1 billion
in 2010, driven by healthy balance
sheets and cash reserves, receptive
and inexpensive capital markets, stable
company valuations and pent-up demand
from buyers looking to accelerate
revenue growth. Headlined by the
announced US$21.3 billion purchase of
Synthes by Johnson & Johnson, the deal
environment remained heated through
the first half of 2011. While average deal
sizes have spiked in the years containing
mega deals, median deal sizes have
remained largely consistent over the past
decade. The median deal size in 2010
was US$53 million.
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Source: Ernst & Young, Capital IQ, Windhover and BMO Capital Markets
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European mergers and acquisitions, 2007–H1 2011
Average deal size

30

$390

20

$260

10

$130

0

$0
2007

2008

2009

Source: Ernst & Young, Capital IQ, Windhover and BMO Capital Markets
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2010

H1 2011

Average deal size (US$m)

Total deal value

Total deal value (US$b)

European medtech M&As bounced back
with renewed hope in 2010. The value
of M&A transactions surpassed 2009’s
abysmal results by more than US$10
billion (327%), with more than half of the
year’s total being driven by Germany’s
Merck KGaA’s acquisition of Millipore.
Merck’s transaction enabled the company
to further diversify its material science
and therapeutic portfolio by incorporating
Millipore’s life science tool products. M&A
activity continued to grow in the first half
of 2011, with the value of deals on pace
to exceed the 2007-2010 aggregate
average.

Selected M&As, 2010
Acquiring company

Location

Acquired company

Location

Merck KGaA

Germany

Millipore

US

$7,200

Covidien

US

ev3

US

$2,600

Thermo Fisher Scientific

US

Dionex

US

$2,100

US

Boston Scientific
(neurovascular division)

US

$1,500
$1,300

Stryker

Value (US$m)

St. Jude Medical

US

AGA Medical

US

Galderma

Switzerland

Q-Med

Sweden

$1,200

Cinven

UK

Sebia

France

$1,100

3M

US

Arizant

US

$810

Medtronic

US

Ardian

US

$800

Novartis (Alcon)

Switzerland

LenSx Lasers

US

$744

There has been a significant uptick in
the number of M&As valued at more
than US$1 billion. There were 14 such
transactions between January 2010 and
June 2011, compared to only 4 during
the prior 18-month period. A wide variety
of acquirers were behind these sizeable
purchases. There were industry stalwarts
making their first large purchases in
years, big pharmas and conglomerates
looking to further diversify their
portfolios and even a PE firm making
the first US$1 billion-plus PE-backed
purchase since the onset of the global
recession.

Selected M&As, H1 2011
Acquiring company

Location

Acquired company

Location

Johnson & Johnson

US

Synthes

Switzerland

Value (US$m)

Danaher

US

Beckman Coulter

US

$6,800

$21,300

Thermo Fisher Scientific

US

Phadia

Sweden

$3,500

Endo Pharmaceuticals

US

American Medical Systems

US

$2,900

Terumo

Japan

CaridianBCT

US

$2,625

Dentsply International

US

Astra Tech (division of
AstraZeneca)

UK

$1,800

Forest Laboratories

US

Clinical Data

US

$1,200

Shire

UK

Advanced Biohealing

US

$750

Source: Ernst & Young, Capital IQ, Windhover and BMO Capital Markets
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Number of M&As with milestones/total number of M&As
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15%
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0
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Source: Ernst & Young and Capital IQ

… and they represent a larger share of total deal value in these M&As.

Potential value (US$b)

Total value of M&As with milestones

Total value of milestones/
total value of all M&As with milestones

$2.0

50%

$1.6

40%

$1.2

30%

$0.8

20%

$0.4

10%

0%

$0.0
2007

2008

2009

Source: Ernst & Young and Capital IQ
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Percentage of M&As with milestone payments

Number of M&As with milestones
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2010

H1 2011

Share of total value

With buyers continuing to have more
bargaining power — particularly with cashstrapped early-stage medtechs —
we expect these trends to continue in the
immediate future.

An increasing share of medtech M&As have milestones ...

Number of M&As

Strategic acquirers are increasingly
relying on milestone payments and
structured earn-outs to help pass some of
an acquisition’s risk to the seller. Between
2008 and 2010, the percentage of US
and European M&As with milestone
provisions tripled, from 5% to 15%. At
the same time, milestones account for
more of the total potential value of M&As,
growing from 9% to nearly 40% in the
first half of 2011. Boston Scientific, in
particular, has actively used milestone
payments in its acquisitions (e.g.,
Asthmatx, Atritech and Sadra Medical),
as well as when it sold its neurovascular
division to Stryker.

US and European M&As by segment
2007–2009
Segment

2010–H1 2011

Number of deals

Value (US$m)

% of total deal value

Number of deals

Value (US$m)

% of total deal value

179

$47,246

43.6%

86

$44,995

57.7%

Multiple

14

$9,099

8.4%

1

$14

0.0%

Ophthalmic

11

$8,820

8.1%

3

$746

1.0%

Cardiovascular/vascular

36

$8,153

7.5%

26

$8,803

11.3%
29.0%

Therapeutics devices

Orthopedic

30

$7,652

7.1%

11

$22,578

Respiratory

9

$5,215

4.8%

3

$734

0.9%

Wound care

11

$2,391

2.2%

3

$831

1.1%

Aesthetics

10

$1,688

1.6%

7

$1,582

2.0%

6

$1,496

1.4%

2

$142

0.2%

52

$2,732

2.5%

30

$8,566

11.0%

Ear, nose and throat
All others
Non-imaging diagnostics

82

$34,734

32.1%

39

$5,772

7.4%

Research and other equipment

45

$14,365

13.3%

31

$25,410

32.6%

Other

55

$8,444

7.8%

20

$2,252

2.9%

Imaging

19

$3,577

3.3%

11

$536

0.7%

Source: Ernst & Young, Capital IQ, Windhover and BMO Capital Markets
Chart only shows deals where deal values were publicly disclosed.

“Orthopedic,” “Research and other equipment” and
“Cardiovascular/vascular companies received the largest share
of M&A dollars in 2010 and the first half of 2011, while “Nonimaging diagnostics” companies were most in demand. Since
the beginning of 2007, “Research and other equipment” and

“Non-imaging diagnostic” companies have accounted for
a large portion of the total value of M&A deals. Given their
general insulation from complex FDA regulations and stringent
reimbursement pressures, it is not surprising that acquirers are
increasingly attracted to these two product categories.
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Scope of this report

Defining medical technology
In this report, medical technology (medtech)
companies are defined as companies that
primarily design and manufacture medical
technology equipment and supplies and are
headquartered within the United States or
Europe. For the purposes of this report, we
have placed Israel’s data and analysis within
the European market, and any grouping
of the US and Europe has been referred to
as “global.” This wide-ranging definition
includes medical device, diagnostic, drug
delivery and analytical/life science tool
companies but excludes distributors and
service providers such as contract research
organizations or contract manufacturing
organizations.
By any measure, medical technology is an
extraordinarily diverse industry. Medtech
companies run the gamut from venture
backed, pre-revenue start-ups to mature
global conglomerates. The products of these
companies range from relatively inexpensive
components to complex, multimillion-dollar
magnetic resonance imaging (MRI) systems.
Any meaningful analysis of the industry
must therefore measure performance not
only across the entire industry but also
within individual segments.

products and diseases targeted. All publicly
traded medtech companies were classified
as belonging to one of five broad product
groups:

• Imaging: companies developing products
used to diagnose or monitor conditions
via imaging technologies, including
products such as MRI machines,
computed tomography (CT) and X-ray
imaging and optical biopsy systems

• Non-imaging diagnostics: companies
developing products used to diagnose
or monitor conditions via non-imaging
technologies, which can include patient
monitoring and in vitro testing
equipment

• Research and other equipment:
companies developing equipment
used for research or other purposes,
including analytical and life science tools,
specialized laboratory equipment and
furniture

• Therapeutic devices: companies
developing products used to treat
patients, including therapeutic medical
devices, tools or drug delivery/infusion
technologies

While developing a consistent and
meaningful classification system is
important, it is anything but straightforward.
Existing taxonomies sometimes segregate
companies into scores of thinly populated
categories, making it difficult to identify
and analyze industry trends. Furthermore,
they tend to combine categories based
on products (such as imaging or tools)
with those based on diseases targeted by
those products (such as cardiovascular
or oncology), which makes it harder to
analyze trends consistently across either
dimension. To address some of these
challenges, we have categorized medtech
companies across both dimensions —

• Other: companies developing products
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that do not fit in any of these categories
were classified in this segment
In addition to product groups, this
report tracks conglomerate companies
that derive a significant part of their
revenues from medical technologies.
While a conglomerate medtech division’s
technology could technically fall into one of
the product groups listed above (e.g., General
Electric into “imaging” and Allergan into
“therapeutic devices”), all conglomerate
data is kept separate from that of the nonconglomerates. This is due to the fact that,
while conglomerates report revenues for
their medtech divisions, they typically do

not report other financial results for their
medtech divisions, such as research and
development or net income.

Conglomerate companies:
United States

• 3M Health Care
• Abbott Diagnostics & Vascular
• Agilent Technologies: Life Sciences
• Allergan: Medical Devices
• Baxter: Medical Products
• Corning Life Sciences
• Danaher: Medical Technologies
• Endo Pharmaceuticals: Devices and
Services

• GE Healthcare
• Hospira: Medication Management
Systems and other devices

• Johnson & Johnson Medical
Devices & Diagnostics

• Kimberly-Clark Health Care
• Pall Life Sciences
• Teleflex Medical
Europe

• Agfa-Gevaert
• Alcon Surgical
• AstraZeneca: Astra Tech
• Beiersdorf: Hansaplast
• Carl Zeiss Meditec
• Dräger Medical
• Philips Healthcare
• Roche Diagnostics
• Siemens Healthcare
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