
By Cynthia Yee, Principal, Windham Venture 
Partners

In the Affordable Care Act (ACA) era, 
the healthcare industry has witnessed 
significant consolidation among hospitals 
and commercial payers, which in turn has 

pressured big pharma and medical device 
manufacturers to consolidate in order to gain 
greater scale and improve their pricing and 
distribution leverage with providers. In recent 
years, some of the largest M&A transactions 
in healthcare—both in the pharmaceutical 
and medical device sectors—have been 
consolidation plays driven by the attractive 
financial synergies gained from increased 
operating leverage and, in many cases, 
non-domiciled tax advantages. This focus 
on operational scale and efficiency over 
innovation has been most pronounced in the 
medical device sector, which has faced a 

tough regulatory environment and increasing 
reimbursement pressures, as well as 
stagnant growth in mature end-markets. 

Under these pressures, naturally the 
medical device industry turned inward to 
drive profitability. The medtech sector has 
seen not only strategic M&A, but also 
institutional venture investment lag behind 
other healthcare sectors (see Figure 1 above) 
in aggregate and as a percent of total dollars 
invested, according to a report by Silicon 
Valley Bank (SVB) titled Trends in Healthcare 
Investments and Exits in 2016. According to 
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Venture investments in healthcare were projected to reach $9.4 billion in 2015, the highest level since 2000.

Biopharma venture investments reached a record $7 billion, and device remained steady at $2.4 billion.  

Total VC Dollars 
($B)

$105 $41 $22 $20 $23 $23 $28 $32 $30 $20 $23 $30 $28 $30 $51 $59 

Biopharma 4% 9% 15% 19% 19% 17% 18% 19% 17% 19% 17% 16% 15% 15% 12% 12%
Device 2% 5% 8% 8% 8% 9% 10% 11% 12% 13% 11% 10% 9% 7% 5% 4%

$105

Total VC$ % Biopharma % Device

*Projected total for 2015
Source: PricewaterhouseCoopers, Thomson Reuters and SVB proprietary data
Thomson Reuters data includes life science and dx/tools in biopharma and device categories.  

2015*
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2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 

Total Deals 12 11 16 19 16 18 23 18 25 18 13 

Total Transaction Value 
(in $MM)***  $2,238   $4,486   $1,417   $6,396   $5,915   $3,479   $ 4,676   $4,430   $3,241   $3,621   $4,521  

*Top 10 diversified device manufacturers by market capitalization as of 5/31/2016 
**Covidien M&A activity prior to merger with Medtronic in 2014 
***Disclosed transaction values; excludes mega mergers: Guidant by BSC and Abbott in 2006, Synthes by J&J in 2011, Gambro by Baxter in 2012, Biomet by Zimmer in 2014, Covidien by Medtronic in 2014, CareFusion by Becton Dickinson in 
2014, St. Jude Medical and Alere by Abbott in 2016 
Source: Capital IQ Healthcare Equipment & Services M&A Transactions Announced or Closed as of May 31, 2016. 
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Figure 2: Medical Device M&A Volume from Top 10 Diversified Manufacturers (2006-2016)*

SVB, “declining investor interest in device[s] 
led to a drop in new company formation,” 
with a more than 40 percent decline in deals 
and more than two-fold decrease in the total 
dollars invested in early-stage traditional 
medtech in 2015 compared to the prior five-
year period. 

While more active corporate venture groups 
have helped to offset this funding gap, 
they have largely focused their dollars 
on later-stage assets or on companies in 
adjacent markets with complementary 
technologies that can easily tuck into existing 
infrastructure—the few notable exceptions 
being Abbott, Covidien, and Medtronic. Thus, 
with the recently announced union of Abbott 
and St. Jude Medical on the heels of the 
2014 mega-merger between Medtronic and 
Covidien, entrepreneurs and investors are left 

wondering, “Where does innovation-driven 
growth rank on the priority list of the largest 
medical device manufacturers?”

The 10 largest diversified medical device 
manufacturers in the U.S. have each 
demonstrated the ability to generate in 
excess of $1 billion in unlevered FCF annually 
and have record levels of cash on their 
balance sheets.1 In conjunction with interest 
rates on corporate debt at a historical low,2 

strategics have significant financial flexibility 
to drive growth through investment in R&D 
or the acquisition of novel technologies. 
Nonetheless, R&D as a percent of total 
revenue has not changed materially in 
the last decade,3 while overall M&A has 
remained flat (see Figure 2 above). In fact, 
a closer look at M&A activity reveals a 
pick-up in synergy-driven acquisitions and 

divestitures among a broader group of 
medical device manufacturers (see Figure 3 
on page 3).
 
Has the medtech industry matured to 
the point that distribution leverage from 
consolidation and financial engineering 
through share-buybacks will be the main 
driver of profitability going forward, or do 
there still exist needle-moving opportunities 
in early-stage venture companies that can 
generate attractive long-term value for 
investors and strategics? As someone who 
has been in this industry for nearly a decade 
on all sides of the table, I am confident that 
there remain several attractive emerging 
growth opportunities in medtech. The 
next wave of growth can be seen in the 
transformative innovation taking place in the 
following three sectors: 1) neuromodulation 

1 CapIQ CY2006 to CY2015 unlevered FCF and cash.
2 Ernst & Young Credit Markets 2015-16: Analysis and opinions on global credit markets, Issue 3.
3 CapIQ R&D as percentage of Total Revenues CY2006 to CY2015.



for disease modification, 2) interventional 
device therapies for chronic diseases, and 3) 
next-generation sequencing for personalized 
medicine. 

 1)  Neuromodulation for Disease 
Modification 
The field of neuromodulation has grown 
steadily over the last two decades, 
fueled by gradual uptake across several 
markets: spinal cord stimulation (SCS) 
and dorsal root ganglion (DRG) for pain 
management, deep brain stimulation 
(DBS) for various neurological disorders, 
and sacral and peripheral tibial 
nerve stimulation (SNS/PTNS) for 
urinary/fecal incontinence. However, 
neuromodulation is by no means a 

mature market, but rather a fairly 
nascent field with years of robust 
growth ahead. In fact, it is one of 
the fastest-growing sectors in the 
medical device industry, with global 
sales exceeding $3.5 billion in 2015 
and projected to nearly double to $6.5 
billion in 2020.4 

 

There is significant opportunity for 
long-term market expansion, given 
that the total addressable market 
for neuromodulation remains highly 
underpenetrated across all approved 
indications, with the therapy often 
last in the continuum of care due to 
its invasiveness, disparate response 
rates, and cost. While the physiologic 

mechanism of action underlying 
neuromodulation has not been well 
characterized to date, there is emerging 
research that attributes its therapeutic 
benefit to afferent effects on systemic 
and local neuroplasticity, as well as 
semi-durable biochemical effects 
from the release of neurotransmitters. 
This new clinical understanding 
of neuromodulation could lead to 
improved efficacy that drives broader 
adoption for existing technologies and, 
importantly, reveal novel nerve targets 
and additional therapeutic indications. 
Two companies on the forefront of 
selective neuron modulation and 
bioelectronic medicine are SetPoint 
Medical and Circuit Therapeutics, which 
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All Other 

Abbott / 
St. Jude 

Onex /  
Carestream 

Consortium /  
Mölnlycke 

Cardinal /  
VIASYS 

Warburg /  
B&L 

HOLX / 
Cytyc 

ReAble / DJO 
TFX / Arrow 

MDT / Kyphon 

Olympus / Gyrus 

Philips / Respironics 

NOVN /  
Alcon 

Consortium / Convatec 

GE / Vital Signs 
JNJ / Mentor 

ABT / AMO 

Terumo /  
Caridian 

Endo /  
AMMD 

JNJ / Synthes 

Dentsply / Astra Tech 

Apax / Kinetic Concepts 

BSX / 
Cameron (2) 

Asahi / Zoll 
EQT / BSN 

BAX /  
Gambro 

Valeant / 
B&L 

Bayer / 
Conceptus 

KKR / Panasonic  
SYK / MAKO  

Total Deals 

27 15 20 30 36 33 39 41 45 4 

(1) 

NOVN /  
Alcon 

SYK / BSX 
STJ / AGA 
COV / ev3 
Honeywell / 
Sperian 

S&N /  
ARTC 
Carlyle / 
OCD 
 

Zimmer / 
Biomet 

Medtronic /  
Covidien 

Cooper /  
Sauflon 

Danaher /  
Nobel Biocare 

BD /  
Carefusion 

Tornier /  
Wright 

EQT /  
Siemens 

Philips /  
Volcano 

Steris /  
Synergy Health 

Cyberonics / 
Sorin 

Cardinal / 
Ethicon 

MNK / Ikaria 

Panasonic / 
Bayer (Diabetes) 

Hill-Rom / 
Welch Allyn 

SJM / 
Thoratec 

Mallinckrodt / 
Therakos 

Greatbatch /
Lake Region 

Sirona / 
Dentsply  

Excelsior / 
Mindray  

Stryker / 
Sage 
Products 
 

Stryker / 
Physio-Control   

Boston Scientific / 
American Medical 

Genstar / Tecomet
 

Toshiba 
Medical / 
Canon    

Source: Capital IQ as of May 20, 2016.
Notes: Statistics reflect transactions greater than $100 million. Dates reflect transaction announcements. Composites are calculated using the average value of constituents.
   (1) Includes transactions less than $1,000 million.
   (2) Includes $1,200 million of potential earnout payments.
   (3) Excludes 2009.

Figure 3: Medical Device M&A Volume
($ in billions)

4 MarketsandMarkets Neuromodulation report, July 2015.
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are pioneering precise physiologic 
nerve targets to mediate inflammatory 
diseases such as arthritis and correct 
vision impairment, respectively.  
 
In addition, we are seeing significant 
advancement in the field with 
technologies that address the 
invasiveness of neuromodulation 
through wireless powering and 
communication. Over the years, there 
have been various unsuccessful 
attempts to reduce the implant 
burden that is a major drawback of 
neuromodulation. More recently, 
StimWave and Neuspera Medical 
have begun making waves in the 
neuromodulation field with the 
development of miniaturized platforms 
leveraging proprietary methods of 
energy delivery based on far-field 
and mid-field energy transmission, 
eliminating the need for leads and 
a battery and thereby significantly 
reducing the implant size, risk of 
infection, and procedure time. 
 
The exciting prospects for this 
field are evidenced by the spate of 
recent financings for early-stage 
neuromodulation companies, including 

Cala Health, Cardionomic, and 
Neuspera Medical, as well as the 
spinout of Nuvectra from GreatBatch 
Medical, the success of Nevro in 
the public markets, and, notably, the 

creation of Action Potential Venture 
Capital, a strategic venture fund 
focused on bioelectronic medicines 
within GlaxoSmithKline to explore 
the use of neuromodulation as a more 
effective means of treating chronic 
diseases alongside or ahead of drug 
therapy.

 2)   Interventional Device Therapies for 
Chronic Diseases 
According to the CDC, chronic diseases 
such as heart failure, COPD, diabetes, 
and arthritis are the leading causes 
of death and disability in the U.S., 
with over 130 million adults—or 
approximately 50 percent of the adult 
population—diagnosed with one 
or more chronic health conditions, 
costing the U.S. more than $200 billion 
annually in direct medical expenses. 
With an increasing focus on value 
and cost-effectiveness, it is clear 
that current approaches to treating 
chronic diseases, which typically 
include long-term pharmacotherapy 
with multiple concomitant drugs, are 
simply unsustainable. In the past, 
medical devices have been relegated 
to second-line therapy after medical 
intervention had failed. However, there 
are several benefits to a one-time 
device intervention in chronic diseases, 
including improved efficacy, avoidance 
of side effects, and elimination of 
compliance issues associated with 
chronic drug regimens. In particular, 

device solutions have evolved from 
the days of stents and balloons to 
targeted therapies that are based 
on a physiologic insight garnered 
from real-world clinical surrogates 
with decades of safety observations. 
This, for example, was the premise 
of Ardian—an interventional device 
for hypertension that was acquired 
by Medtronic for $800 million plus 
earnouts—a valuation driven by having 
both traditional device manufacturers 
and pharmaceutical companies 
recognize the blockbuster potential of 
a one-time treatment for hypertension 
over chronic drug administration.  
 
The next wave of physiologic-guided 
device solutions to chronic diseases can 
be seen in several promising early-
stage companies, including: Fractyl 
and Metavention, which are pursuing 
novel interventional approaches to treat 
diabetes through duodendal resurfacing 
and targeted metabolic modulation, 
respectively; Relievant Medsystems, 
which is addressing chronic low-back 
pain through targeted ablation of the 
basivertebral nerve; and Holaira and 
Gala Therapeutics, which are pursuing 
interventional pulmonary solutions for 
COPD and asthma. There are clearly 
myriad approaches to treating chronic 
diseases, and only time and clinical 
data will determine whether any are 
viable based on the ability to provide 
a durable clinical benefit without 
significant safety concerns. The winning 
device solutions will likely be targeted, 
minimally invasive interventions that 
leave no implant behind and, given the 
importance of health economics, will 
ideally fit into existing referral channels 
and be performed in an outpatient 
setting. Interventional devices offer an 
alternative that may ultimately prove a 
better solution for patients struggling to 
manage a chronic condition for which 
few drugs have had meaningful impact.

The next wave of physiologic-
guided device solutions to 
chronic diseases can be seen in 
several promising early-stage 
companies

The exciting prospects for 
this field are evidenced by the 
spate of recent financings for 
early-stage neuromodulation 
companies
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 3)  Next-Generation Sequencing as a 
Critical Component of Personalized 
Medicine 
Personalized medicine for early 
diagnosis and targeted therapy is 
poised to become the new paradigm of 
care in oncology. The global market for 
molecular diagnostics totaled roughly 
$6.0 billion in 2015 and is projected to 
exceed $9.3 billion in 2020, fueled by 
widespread adoption of personalized 
diagnostics.5 The accuracy, expediency, 
and cost of next-generation sequencing 
(NGS) has reached a point at which it 
is becoming accessible to individual 
patients on a clinical level to diagnose, 
determine course of treatment, and 
improve outcomes through early, non-
invasive assessment of therapeutic 
response and recurrence. According 
to IMS Institute for Healthcare 
Informatics, expenditures on cancer 
drugs totaled $107 billion in 2015 

and are projected to grow up to 10 
percent annually, reaching $150 billion 
in 2020. As expensive targeted drugs 
and combination immuno-oncology 
therapies become more prevalent, 
diagnostics will play a more critical role 
in the management of cancer patients 
to optimize clinical outcomes and 
manage costs by leveraging genome 
analysis to screen for high-responders.  
 
While the competitive landscape 
in NGS-based diagnostics appears 
crowded with established players such 
as Illumina and Genomic Health, there 
are several earlier-stage companies—
notably Personal Genome Diagnostics 
(PGDx) and 10x Genomics—that are 
poised to emerge as leaders enabling a 
new paradigm for oncology diagnostics. 
The broad adoption of NGS-based 
diagnostics has been hampered by 
fundamental challenges related to 
accuracy, clinical actionability, logistics, 
and reimbursement. PGDx and 10x 
are developing solutions to these 
clinical and market challenges with 
innovative, proprietary approaches to 
bioinformatics and workflow that equip 
local hospital labs with the technology 
to perform diagnostic evaluations 
for patients on a level that was 
formerly only accessible at world-class 
institutions. The future of oncology lies 
in targeted therapeutics and NGS-

based diagnostics will play an integral 
part in ensuring patients are treated in 
a cost-effective manner. 

 
With billions of dollars on the balance sheets 
of the largest potential acquirers in the 
industry and relatively easy access to capital 
at low interest rates, I’m hopeful that large 
diversified medical device manufacturers 
and enlightened pharmaceutical executives 
will see the value in investing in innovation. I 
certainly do.  

Cynthia Yee is a Principal at 
Windham Venture Partners, a 
multi-stage healthcare venture 
capital firm based in New 
York and San Francisco. She 

was previously an equity research analyst 
at Piper Jaffray, a member of the healthcare 
investing team at New Enterprise Associates, 
and responsible for marketing and business 
development at Advanced Cardiac 
Therapeutics, a venture-backed medical 
device company.

Personalized medicine for early 
diagnosis and targeted therapy 
is poised to become the new 
paradigm of care in oncology

NGS-based diagnostics will 
play an integral part in ensuring 
patients are treated in a cost-
effective manner

5 MarketsandMarkets Molecular Diagnostics Market report, 2015.
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By Ted Kucklick, President and CTO, 
Cannuflow Inc.

Anyone involved in the medical device 
industry is very aware of consumer and 
digital health. This is something that 
seemingly came out of nowhere around 
2010, when the first Digital Health Summit 
was held at the Consumer Electronics Show 
in Las Vegas. Previously, digital health had 
just a few exhibitors in a corner of the South 
Hall of the Las Vegas Convention Center. This 
area has expanded rapidly with an entirely 
new ecosystem of players and investors new 

to the healthcare space, including AT&T, 
Verizon, and Qualcomm. Last year, 2016 
Digital Health, Sports Tech, Mommy Tech, 
and so on took over roughly half of the Sands 
Convention Center. The digital health space 
has attracted somewhere between $35 billion 
and $45 billion in venture capital. This has 
spawned more than two dozen “private IPO” 
companies with over $100 million raised, 
such as Flatiron, Jawbone, Sotera, Zenefits, 
and 23andMe. Acquisitions include Misfit (to 
Fossil Group), Cardiomems, and Basis, while 
IPOs include Fitbit, Evolent, Teladoc, and 
Castlight. Many are companies that none of 
us had likely heard of just five years ago. This 
is the story of abundant technology, rapid 
growth, large-scale clinical need, and a quick 
succession of legislative changes packed into 
a very short amount of time.

Terrified of the FDA

When I attended my first CES in 2012, the 
nearly universal attitude of those making 
consumer health devices was to avoid the 
FDA. There were devices that measured 
“wellness,” but carefully steered clear of 
actually treating or diagnosing an actual 
disease. Some wanted the halo effect of a 
medical device without stepping over the line 
and actually being one. Some, like 23andMe, 
were rebuked by the FDA for crossing that 
line. This attitude has changed dramatically 
in just the past two or three years. The 
most recent CES featured panelists from 
the strategics you would expect, such as 
J&J, Medtronic, McKinsey, and Microsoft, 
as well as attendees from Stryker, Smith + 
Nephew, and Zimmer-Biomet. The level of 
sophistication and maturity of the companies 
in digital health was far greater than in years 
past. Forty-five billion dollars in investment 
can do that for you. 

Just Because We Can

You have a supercomputer in your pocket. 
Really. In 2009, the top-selling handsets 
were Nokia, Samsung, and LG. Few were 
smartphones. Apple just barely cracked the 
top 10. In 2016, the top three are Samsung, 
Apple, and Huawei. Any decent smartphone 
available today for less than $500 has 
more computing power than a $32 million 
(inflation adjusted), 1980s-era Cray-2 with 
wireless and cloud connectivity not even 
dreamed of then, with an interface that a 
three-year-old can use. It is this abundant 
availability of computing horsepower that is 
making digital health possible. Now Apple 
has a watch clearly aimed at the digital 
health market with twice the computing 
power of its first iPhones. Companies like 
AliveCor have turned a smartphone into a 
fully functional EKG. Others have used the 
smartphone to run ultrasound, consumer-
level EEG brain trainers (InteraXon Muse) and 
remote cardiac monitoring (InfoBionic). The 

other factor powering digital health is not as 
obvious. These are very recent developments 
that have dramatically lowered the cost 
of building and scaling a digital health 
company. Two of these are IaaS and PaaS, 
or infrastructure and platform as a service. 
This is where server and cloud services can 
be purchased off the shelf, without having to 
build it yourself. 

The Urge to Merge

The urge to merge is the next not-so-obvious 
thing driving the digital health space. It has 
to do with the massive consolidation of 
hospitals into integrated health systems, or 
IHNs. These are mega-networks of formerly 
independent hospitals. The latest, Northwell, 
a merger of the Long Island Jewish Hospitals 
(LIJ) and Lenox Hill systems, has just become 
the largest private employer in New York 
state. Cleveland Clinic, which just purchased 
Akron General, has long been the largest 
employer in Northern Ohio, eclipsing the 
auto assembly manufacturers. Some of 
these systems are offering their own 
narrow-network insurance products. What 
this means is that these large systems are 
becoming massive consumers for population 
health data. One of the companies serving 
this need is Evolent Health, a spinoff of 
The Advisory Board consulting firm. Other 
companies servicing these consolidated 
systems are Validic, which offers ways to tie 
data collection devices to patient records, 

Consumer Digital Health Was Just the Beginning

This is the story of abundant 
technology, rapid growth, 
large-scale clinical need, and a 
quick succession of legislative 
changes packed into a very 
short amount of time

At the most recent CES, the 
level of sophistication and 
maturity of the companies in 
digital health was far greater 
than in years past. $45 billion in 
investment can do that for you.
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and Fitbit, which has begun to offer an 
enterprise-scale wellness platform to hospital 
systems to help mitigate lifestyle diseases 
with activity and exercise for population 
health. Patients are incentivized to use these 
wellness devices in exchange for preferential 
health insurance pricing. These consolidated 
health systems are very different customers 
than the individual hospitals with a KOL 
target customer surgeon of the past.

Driving Out Costs

Medicare and Medicaid reimbursement 
levels used to be considered the floor. 
Now, with the end of the Medicare 
“sustainable growth rate” (SGR) formula 
for the consolidated systems, they are the 
new normal. There may be more volume in 
terms of patients, but these will be at lower 
margins. Cleveland Clinic recently embarked 
on a system-wide cost-cutting program 
with a goal of being profitable at these new 
lower reimbursement levels, and cut $550 
million of expense out of its system.1 Rural 
hospitals are under particular stress. Many 
of these are running on just weeks of cash, 
or have operating losses and do not have a 
local larger network to merge into. There is 
more need out there than the old manual and 
analog methods can keep up with. The old 
methods are entirely inadequate to solve the 
health problems of populations at the scale 
being demanded today. 

The Alphabet Soup of Data Collection

As most know, the days of fee-for-service 
and relying on small numbers of well-insured 
patients to make your business work are 
over. Value is the new watchword. The 
federal government is currently implementing 
an alphabet soup of programs, from the 

Affordable Care Act’s Hospital Consumer 
Assessment of Healthcare Providers and 
Systems (HCAHPS) to the new Medicare 
Access and CHIP Reauthorization Act of 
2015 (MACRA) law that was passed with 
bipartisan approval just one year ago, to 
alternative payment models (APMs) and 
so on. Some of these programs that are 
designed to get hospitals and doctors 
working together directly conflict with 
antitrust and Stark Law conflict-of-interest 
rules, and run the risk of triggering False 
Claims lawsuits.2 All of them require 
massive amounts of new data collection. 
This represents new opportunities for 
services and innovative business models 
where doctors and hospitals are treated 
as a single economic entity, rather than as 
separate ones. This also means fundamental 
changes in traditional sales models and 
physician/hospital/industry relationships. 
The new model for reimbursement is that 
40 percent of Medicare payments will be 
graded on improved efficiency, preventing 
complications, and patient satisfaction. 
There are incentives for meeting these goals 
and definite penalties for not doing so. This 
transition from fee-for-service and volume 
to value and bundled payments is the top 
concern of over 65 percent of all hospital 
administrators. 

Digital health may have gotten its start with 
consumer wellness gadgets, but it has grown 
far beyond this in a very short period of 
time. The number of information technology 
devices that tackle serious healthcare issues 
has exploded. Some wellness wearables 
stay within the consumer space, like Misfit, 
acquired by the fashion watchmaker Fossil 
Group for $260 million, while others like Fitbit 
(which IPO’ed for a $4.1 billion valuation) are 
seriously pursuing the hospital enterprise 
space. Some of these opportunities represent 
familiar territory to those from the traditional 
medical device sector, but other elements 
are very unfamiliar and attract new investors 
and strategics from outside the traditional 
medical device ecosystem. There probably 
has never been a more exciting time to be in 
healthcare—but there has also never been a 
time that has become so unfamiliar so quickly 
and demanded such rapid adaptation. 

 
Ted Kucklick is co-founder, 
CEO, and CTO of Cannuflow, 
Inc., which is dedicated 
to developing innovative 
technologies for arthroscopic 

surgery. He has worked in R&D of innovative 
medical devices for numerous companies, 
including RITA Medical (acquired by ANGO), 
AfX, (acquired by Guidant), Somnus (acquired 
by Smith and Nephew), Sleep Solutions 
(now Novasom), and Starion Instruments 
(acquired by Pentax). Ted has a degree in 
product design and a certificate from the UC 
Berkeley Haas School of Business Global Bio-
Entrepreneur program, and is a member of 
the IEEE/EMBS, AMI, and SME professional 
societies. He is also an inventor on over 61 
issued patents. 

Digital health may have 
gotten its start with consumer 
wellness gadgets, but it has 
grown far beyond this in a very 
short period of time

1  Edmund Sabanegh, M.D., and Michael Phillips, M.D., presentation at Becker’s Hospital Review 7th Annual Meeting, Chicago, April 2016.
2  Walter Eisner, “Medicare Forces Hospitals to Violate Stark Law – or Lose Funding,” Orthopedics This Week, February 26, 2016.
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By David Hoffmeister, Partner (Palo Alto), and 
Charles Andres, Associate (Washington, D.C.)

The Dietary Supplements Health and 
Education Act of 1994 (DHSEA) created 
a new class of U.S. Food and Drug 
Administration (FDA)-regulated products—
dietary supplements. Dietary supplements 

fall within the regulatory sub-category 
of food and include, but are not limited 
to, vitamins, minerals, herbs, and other 
botanicals.1 Dietary supplements must be 
labeled as such, and must not be represented 
for use as a conventional food or as a sole 
item of a meal or the diet.2 

Dietary supplements are big business. A 
recent estimate pegs the U.S. market for 
dietary supplements at over $35 billion 
annually.3 It has been speculated that the 

dietary supplement market is growing in part 
because consumers of dietary supplements 
view the purchase and consumption of 
dietary supplements as “investing in 
themselves.” Another reason for this growth 
is that getting onto the market with a dietary 
supplement is relatively easy, with no prior 
regulatory approval or clearance required.  

Manufacturers and distributors of dietary 
supplements are responsible for evaluating 
and ensuring the safety of their products 
before placing them on the market to ensure 
that they meet all DSHEA requirements and 
FDA regulations.4 Manufacturers are also 
responsible for ensuring that labeling claims 
are supported by competent and reliable 
scientific data, including, in many cases, 
generating clinical data to support marketing 
claims.  

Further, at least 75 days prior to placing 
a dietary supplement into commerce, 
manufacturers are required to notify the FDA 
of any new dietary ingredient (NDI) that: 1) is 
contained in the dietary supplement, and 2) 
was not marketed in the U.S. prior to October 
15, 2004.5,6,7  After the 75-day waiting period, 
and absent action by the FDA, the NDI-
containing dietary supplement may be placed 
into U.S. interstate commerce. However, the 

FDA’s failure to respond to a notification does 
not guarantee that the FDA agrees the NDI is 
safe or efficacious.8

Promotional Labeling Claims 

There are a number of ways that dietary 
supplement makers can run afoul of the FDA 
rules. These include the following:  

 -  Failing to timely notify the FDA of NDIs 
before marketing 

 -  Failing to comply with general packaging 
and labeling (e.g., content) requirements

 -  Selling an adulterated dietary 
supplement9,10

Staying Out of Trouble When Making Promotional Claims 
for Dietary Supplements

A recent estimate pegs the U.S. 
market for dietary supplements 
at over $35 billion annually

Manufacturers of dietary 
supplements are responsible for 
ensuring that labeling claims 
are supported by competent and 
reliable scientific data

1  21 U.S.C. § 321(ff).
2  “What is the difference between a dietary supplement and a conventional food?” FDA, (2016), available at: http://www.fda.gov/AboutFDA/Transparency/Basics/ucm194357.htm, last 

accessed May 18, 2016.
3  “Retail sales of vitamins & nutritional supplements in the United States from 2000 to 2017 (in billion U.S. dollars),*” statista, (2016), available at: http://www.statista.com/statis-

tics/235801/retail-sales-of-vitamins-and-nutritional-supplements-in-the-us/, last accessed May 18, 2016.
4  See, e.g., Dietary Supplements, FDA, (2016), available at: http://www.fda.gov/Food/DietarySupplements/, last accessed May 17, 2016.
5 21 C.F.R. § 190.6.
6  Notification must be given at least 75 days before the introduction of the NDI-containing supplement into the marketplace. The NDI may not be introduced into interstate commerce for 

75 days after the FDA receives the NDI notification. 
7  There is no authoritative list of dietary ingredients that were marketed in dietary supplements before October 15, 1994. Therefore, manufacturers and distributors are responsible for 

determining whether an ingredient is a “new dietary ingredient.” 
8  21 C.F.R. § 190.6(f).
9  For example, one way a dietary supplement can be adulterated is for the dietary supplement to contain a prescription drug.
10  To distinguish dietary supplements from conventional foods, look at the product nutrition label. Conventional foods must have a “Nutrition Facts” panel on their labels, but dietary 

supplements must have a “Supplement Facts” panel.
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 -  Failing to alert consumers to the 
presence of any major food allergens in 
the dietary supplement11

 -  Making improper claims in promotion 
labeling or advertisements (e.g., 
misbranding the dietary supplement)12

 -  Failing to timely report to the FDA serious 
adverse event reports associated with 
the use of the dietary supplement 

In this article, we focus on labeling claims, 
including advertising claims, and discuss how 
to help minimize the risk of FDA and Federal 
Trade Commission (FTC) actions when making 
dietary supplement labeling claims. Foremost 
among the ways to minimize the risk of FDA 
and FTC actions is to not make disease or 
disease treatment claims, either expressly or 
through implied messaging.

Disease and Disease Treatment Claims 
Must Be Avoided

Disease and disease treatment claims are 
not allowed within dietary supplement 
promotional labeling or advertisements. 
That is, dietary supplements cannot be 
marketed to “diagnose, treat, cure or prevent 
any disease.”13  Such claims misbrand the 
product, and subject both the product and the 
manufacturer to enforcement action by both 
the FDA and the FTC.14

A disease is defined as “damage to an 
organ, part, structure, or system of the 

body such that it does not function properly 
(e.g., cardiovascular disease), or a state of 
health leading to such dysfunctioning (e.g., 
hypertension) . . .”15 Diseases resulting from 
essential nutrient deficiencies (e.g., scurvy, 
pellagra) are excluded from this definition, 
which can allow dietary supplements to 
carry claims related to a nutrient deficiency 
disease as discussed below. The FDA uses 
a variety of criteria to determine whether 
a dietary supplement is making disease 
claims.16 While disease claims may not be 
made for dietary supplements, there are a 
variety of claims that may be made when 
appropriate criteria are met.

Allowable Claims for Dietary 
Supplements

There are a number of claims that—
depending upon the facts, circumstances, 
and ingredient(s) in a dietary supplement—
may appear in promotional labeling and 

advertisements. Representative claim types 
include:  1) structure/function claims; 2) 
claims of general well-being; 3) claims 
related to a nutrient deficiency disease; and 
4) qualified health claims. 

For the structure/function claims, claims of 
general well-being, and claims related to a 
nutrient deficiency disease, there are three 
general requirements:  

 -  The labeling claim(s) must be truthful 
and not misleading, and be substantiated 
with competent and reliable scientific 
data17 before making the claim(s)

 -  The FDA must be notified of the use of 
the labeling claim(s) within 30 days of 
first marketing the dietary supplement18

 -  The labeling claim(s) must include a 
mandatory disclaimer19,20

Structure/Function Claims  

Structure/function claims “describe the role 
of a nutrient or dietary ingredient intended 
to affect the normal structure or function 
of the human body” and “may characterize 
the means by which a dietary supplement 
ingredient acts to maintain a normal 
structure or function.”21 Such claims have 
historically appeared on the labels of dietary 
supplements. Examples include “calcium 
builds strong bones” and “fiber maintains 
bowel regularity.” The line between 
structure/function claims and disease claims 

Foremost among the ways to 
minimize the risk of FDA and 
FTC actions is to not make 
disease or disease treatment 
claims, either expressly or 
through implied messaging

11 See The Food Allergen Labeling and Consumer Protection Act of 2004. The major food allergens include milk, eggs, fish, crustacean shellfish, tree nuts, peanuts, wheat, and soybeans. 
12  A label is “any display of written, printed, or graphic matter on the immediate container of any article, or any such matter affixed to any consumer commodity or affixed to or appearing 

upon a package containing any consumer commodity . . .” 21 C.F.R. § 1.3(b). “The term ‘labeling’ means all labels and other written, printed, or graphic matter (1) upon any article or any 
of its containers or wrappers, or (2) accompanying such article.” 21 C.F.R. §  321(m). Labeling includes most, if not all, advertising.

13 21 C.F.R. § 101.93(a)(3)(c).
14 See, e.g., 21 U.S.C. §§ 343 and 352.
15 21 C.F.R. § 101.93(g)(1).
16 See 21 C.F.R. § 101.93(g)(2)(i)-(x).
17  See, e.g., “Guidance for Industry: Substantiation for Dietary Supplement Claims Made Under Section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act,” FDA, (2015), available at: 

http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/dietarysupplements/ucm073200.htm, last accessed May 17, 2016.
18  The FDA reviews notifications to ensure they meet the definition of a structure/function claim. If not, the FDA sends a letter to the manufacturer providing notification that the claim is 

not in compliance and follows up as needed. The FDA keeps copies of all notifications on file.
19  See, e.g., “Guidance for Industry: Structure/Function Claims, Small Entity Compliance Guide,” FDA, (2015), available at: http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocu-

mentsRegulatoryInformation/DietarySupplements/ucm103340.htm, last accessed May 17, 2016. See also 21 C.F.R. § 101.93.
20   E.g., “This statement has not been evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat, cure, or prevent any disease.”
21   “Label Claims for Conventional Foods and Dietary Supplements,” FDA, (2016), available at: http://www.fda.gov/Food/IngredientsPackagingLabeling/LabelingNutrition/ucm111447.htm, 

last accessed May 17, 2016 (emphasis added).

Continued on page 10...
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is often not clear cut, and supplement 
manufacturers and distributors should consult 
with counsel to minimize the risk of putative 
structure/function claims in fact being 
disease claims.

General Well-Being Claims

General well-being claims describe general 
well-being from consumption of a nutrient 
or dietary ingredient. An example of a 
general well-being claim is “makes you feel 
better.” 

Claims Related to a Nutrient Deficiency 
Disease

Claims related to a nutrient deficiency 
describe a benefit related to a nutrient 
deficiency disease (such as a connection 
between the lack of vitamin C and the 
development of scurvy), “but such claims are 
allowed only if they also say how widespread 
the disease is in the United States,”22 as 
this helps consumers make an informed 
purchasing decision.

Qualified Health Claims

Qualified health claims generally are not 
supported by data that meets the “significant 
scientific agreement” standard required for 
making a health claim for a traditional food.23 
They require a disclaimer, which is why 
they are qualified health claims. Qualified 
health claims’ language must be worded 
(“qualified”) in such a way that consumers 
are not misled about the nature of the 
supporting science.  

For example, qualified health claims include, 
but are not limited to, claims that cover a 
possible relationship between:

 -  monounsaturated fatty acids from olive 
oil and heart disease;

 -  chromium picolinate and diabetes;

 -  folic acid and neural tube birth defects;

 -  selenium and cancer; and

 -  antioxidant vitamins and cancer.

Examples of qualified health claims include 
the following:

 -  Selenium may reduce the risk of 
colorectal cancer. Scientific evidence 
concerning this claim is inconclusive. 
Based on its review, the FDA does not 
agree that selenium may reduce the risk 
of colorectal cancer.

 -  Vitamin C may reduce the risk of gastric 
cancer, although the FDA has concluded 
that there is very little scientific evidence 
for this claim.

 -  Supportive but not conclusive research 
shows that consumption of EPA and DHA 

omega-3 fatty acids may reduce the risk 
of coronary heart disease. 24

Because the language in qualified health 
claims may be off-putting to consumers, 
dietary supplement manufacturers and 
distributors should carefully weigh the 
pros and cons of petitioning for and using a 
qualified health claim on dietary supplement 
labeling.

Dissemination of Publications, 
Articles, and Book Chapters Containing 
Discussions of Disease and Dietary 
Supplements

Under Section 5 of the DSHEA, information 
about a dietary supplement, including 
a publication, article, or book chapter 
that discusses treatment of a disease 
with a dietary supplement, shall not be 
considered promotional labeling when used 
in connection with the sale of a dietary 
supplement under certain conditions. 

The publication may be used in connection 
with the sale of the dietary supplement, and 
not be considered labeling, if it:

 -  is reprinted in its entirety and not 
summarized or modified in any way;

 -  is not false or misleading; 

 -  does not promote a particular 
manufacturer or brand of dietary 
supplement; 

 -  is displayed or presented so as to 
present a balanced view of the available 
scientific information on a dietary 
supplement;

 -  is physically separate from the dietary 
supplements, if displayed in an 
establishment; and

Because the language in 
qualified health claims may 
be off-putting to consumers, 
dietary supplement 
manufacturers and distributors 
should carefully weigh the pros 
and cons of petitioning for and 
using a qualified health claim 
on dietary supplement labeling

22 “Structure/Function Claims,” FDA, (2016), available at: http://www.fda.gov/Food/IngredientsPackagingLabeling/LabelingNutrition/ucm2006881.htm, last accessed May 18, 2016.
23 See, e.g., 21 C.F.R. § 101.14.
24  “Summary of Qualified Health Claims Subject to Enforcement Discretion,” FDA, (2014), available at: http://www.fda.gov/Food/IngredientsPackagingLabeling/LabelingNutrition/

ucm073992.htm, last accessed May 18, 2016.
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 -  does not have appended to it any 
information by sticker or any other 
means. 

Dietary Supplement Advertising

Dietary supplement makers and distributors 
can also run afoul of the FTC because of 
claims made for the dietary supplement 
in advertising. While the FDA has primary 
responsibility for dietary supplement labeling, 
the FTC has primary responsibility for 
evaluating dietary supplement claims made 
in advertising.25

The FTC reviews dietary supplement claims 
made in advertising under the following 
criteria:

 1)  The claims must be truthful and non-
misleading

 2)  All objective product claims must be 
adequately substantiated26 before being 
disseminated in an ad

The FTC evaluates both express and implied 
claims. For example, a dietary supplement 
label could state that “90 percent of 
cardiologists regularly take the product.” The 
FTC would evaluate the literal percentage 
claim for being truthful, non-misleading, and 
adequately substantiated. Using the same 
criteria, the FTC would also evaluate the 
implied claim that the product offers some 
heart benefit. 27

According to the FTC, an advertisement can 
also be misleading if material information 
is omitted or not included in the promotion. 
For example, a supplement that claims 
to eliminate a mineral deficiency may be 
misleading for failing to include the qualifying 
information that less than 2 percent of the 
general population has the deficiency.28  

Another area where advertising can be 
problematic is in clear and prominent 
disclosure. For example, consider a weight 
loss dietary supplement. There is adequate 
substantiation that the supplement can 
contribute to weight loss when used 
in conjunction with diet and exercise. 
Advertising with a banner headline that 
claims “Lose 5 Pounds in 10 Days” with a 
fine print disclosure at the bottom of the ad 
stating “restricted calorie diet and regular 

exercise required” would, according to the 
FTC, lack clear and prominent disclosure.29

Conclusion

Improper dietary supplement labeling claims 
can cause manufacturers and distributors 
to run afoul of FDA rules and misbrand the 
product. Improper dietary supplement product 
claims—including objective product claims—
made in advertising can result in action by 
the FTC. The FTC gives significant deference 
to the FDA’s determination regarding whether 
there is adequate support for a health claim. 
Thus, if the FDA determines that a dietary 
supplement health claim is violative, the FTC 
is likely to find that the same health claim 
used in advertising is also violative. Dietary 
supplement manufacturers and distributors 
should consult with legal counsel to ensure 
that these and other risks are minimized 
before marketing and advertising any dietary 
supplement.

25  See, e.g., FTC Act, §§ 5, 12, and 15.
26  “Dietary Supplements: An Advertising Guide for Industry,” FTC, (2001), available at:  http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Dietary-

Supplements/ucm103340.htm, last accessed May 3, 2016.
27  In evaluating whether a claim is adequately substantiated, the FTC considers a number of factors, including: the type of product, the type of claim, the benefits of a truthful claim, the 

cost/feasibility of developing claim substantiation, the consequences of a false claim, and the amount of substantiation that experts believe is reasonable.
28 Id. at 5. See also Claims Related to a Nutrient Deficiency Disorder, supra.
29 Id. at 7.

If the FDA determines that a 
dietary supplement health claim 
is violative, the FTC is likely 
to find that the same health 
claim used in advertising is also 
violative

David Hoffmeister
(650) 354-4246
dhoffmeister@wsgr.com

Charles Andres
(202) 973-8875
candres@wsgr.com 



The data generally demonstrates that venture 
financing activity increased during the second 
half of 2015 compared to the first half of 
2015 with respect to the total amount raised, 
but decreased with respect to the number 
of closings. Specifically, the total amount 
raised across all industry segments increased 
8.5 percent from the first half of 2015 to the 
second half of 2015, from $576.66 million 
to $625.83 million, while the total number 
of closings across all industry segments 
decreased 14.5 percent, from 76 closings to 
65 closings.  
 
Notably, the industry segment with the 
largest number of closings—medical devices 

and equipment—experienced a decrease in 
number of closings and in total amount raised 
during the second half of 2015 compared to 
the first half of 2015. Specifically, medical 
devices and equipment decreased 34.1 
percent in number of closings, from 41 
closings to 27 closings, and decreased 29.6 
percent in total amount raised, from $306.32 
million to $215.73 million. Conversely, the 
industry segment with the second-largest 
number of closings—biopharmaceuticals—
experienced an increase in number of 
closings and in total amount raised during the 
second half of 2015 compared to the first half 
of 2015. Specifically, the number of closings 
in the biopharmaceuticals segment increased 

Life Sciences Venture Financings for WSGR Clients

By Scott Murano (Partner, Palo Alto)

The table below includes data from life sciences transactions in which Wilson Sonsini Goodrich & Rosati clients participated across the first and 
second halves of 2015. Specifically, the table compares—by industry segment—the number of closings, the total amount raised, and the average 
amount raised per closing across the two six-month periods. 

Life Sciences
Industry Segment

1H 2015
Number of 
Closings

1H 2015
Total Amount 
Raised ($M)

1H 2015
Average 
Amount 

Raised ($M)

2H 2015
Number of 
Closings

2H 2015
Total Amount 
Raised ($M)

2H 2015
Average 
Amount 

Raised ($M)

Biopharmaceuticals 19 139.93 7.36 20 181.21 9.06

Genomics 4 12.84 3.21 4 32.64 8.16

Diagnostics 4 9.50 2.37 4 33.02 8.25

Medical Devices & Equipment 41 306.32 7.47 27 215.73 7.47

Digital Health 6 20.07 3.34 7 65.83 3.34

Healthcare Services 2 88.00 44.00 3 97.40 32.47

Total 76 576.66 65 625.83
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The total amount raised across 
all industry segments increased 
8.5 percent, from $576.66 
million to $625.83 million, while 
the total number of closings 
decreased 14.5 percent, from 76 
closings to 65 closings



5.3 percent, from 19 closings to 20 closings, 
and the total amount raised increased 29.5 
percent, from $139.93 million to $181.21 
million. Meanwhile, the industry segment 
with the third-largest number of closings—

digital health—experienced an increase in 
number of closings and in total amount raised 
during the second half of 2015. Specifically, 
digital health experienced a 16.7 percent 
increase in number of closings, from six 
closings to seven closings, and a 228 percent 
increase in total amount raised, from $20.07 
million to $65.83 million. All remaining 
industry segments—genomics, diagnostics, 
and healthcare services—were flat or 
marginally up in number of closings during 
the second half of 2015 and experienced an 
increase in total amount raised. Specifically, 
genomics increased 154.2 percent in total 
amount raised, from $12.84 million to $32.64 
million; diagnostics increased 247.6 percent, 
from $9.5 million to $33.02 million; and 
healthcare services increased 10.7 percent, 
from $88 million to $97.4 million.

In addition, our data suggests that Series 
A financing and bridge financing activity 
compared to Series B and later-stage equity 
financings and recapitalization financings 
decreased during the second half of 

2015 compared to the first half of 2015. 
Specifically, the number of Series A closings 
as a percentage of all closings decreased 
from 37.2 percent to 29.2 percent, while 
the number of bridge financing closings as 
a percentage of all closings decreased from 
30.8 percent to 26.2 percent. Offsetting 
those gains, Series B financing, Series C and 
later-stage financing, and recapitalization 
financing activity compared to all other 
financings decreased during the second half 
of 2015. The number of Series B closings as 
a percentage of all closings increased from 
15.4 percent to 18.5 percent, the number of 
Series C and later-stage financing closings as 
a percentage of all closings increased from 
10.3 percent to 21.5 percent, and the number 
of recapitalization financing closings as a 
percentage of all closings increased from 2.6 
percent to 4.6 percent.   

Average pre-money valuations for life 
sciences companies increased for Series 
A financings but decreased at later stages 
of financing during the second half of 2015 
compared to the first half of 2015. The 
average pre-money valuation for Series 
A financings increased 157 percent, from 
$8.57 million to $22.04 million; the average 
pre-money valuation for Series B financings 
decreased 26.2 percent, from $47.91 million 
to $35.36 million; and the average pre-
money valuation for Series C and later-stage 
financings decreased 22.7 percent, from 
$108.75 million to $84.07 million.

Other data taken from transactions in which 
all firm clients participated in the second 
half of 2015 suggests that life sciences 
is the second-most attractive industry for 
investment, up from third during the first 
half of 2015. For the second half of 2015, 
life sciences represented 14 percent of total 
funds raised, while the software industry—
historically and still the most popular industry 
for investment—represented 36 percent of 

total funds raised. Services came in third, 
representing 13 percent of total funds raised.   

Overall, the data indicates that access to 
venture capital for the life sciences industry 
marginally increased during the second half 
of 2015 compared to the first half of 2015. 
The total amount raised has improved, but 
deal activity in terms of number of closings 
has declined, suggesting that deals remain 
difficult to come by. For those companies that 
are able to close on financing, the spread 

of average pre-money valuations at the 
different stages of financing has condensed, 
suggesting that companies may be forced 
to wait longer and demonstrate more value 
to investors before raising the first round 
of equity financing. It is also worth noting 
that financing activity during both the first 
half of 2015 and the second half of 2014 
had decreased from their respective prior 
six-month periods, so the improved financing 
activity during the second half of 2015 is 
a welcome change and hopefully a sign of 
more to come.  

Scott Murano
(650) 849-3316
smurano@wsgr.com
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Series A and bridge financing 
activity compared to Series 
B and later-stage equity 
financings and recapitalization 
financings decreased during the 
second half of 2015

The total amount raised has 
improved, but deal activity in 
terms of number of closings has 
declined, suggesting that deals 
remain difficult to come by



China Biologic Completes $308 Million 
Follow-On Offering 
On June 8, China Biologic Products, Inc., a 
leading plasma-based biopharmaceutical 
company in China, completed its follow-on 
public offering with an aggregate offer size 
of more than $308 million, consisting of 
2,775,000 shares of common stock sold by 
entities affiliated with Warburg Pincus, the 
selling stockholders, at a price of $110 per 
share to the underwriter. WSGR represented 
China Biologic and the selling stockholders 
in the offering. For additional details, please 
see http://chinabiologic.investorroom.
com/2016-06-02-China-Biologic-Announces-
Secondary-Offering-of-Common-Stock.

Delaware District Court Denies Motion 
for Preliminary Injunction Filed Against 
Minerva Surgical 
On June 2, the U.S District Court for the 
District of Delaware denied a motion for 
preliminary injunction filed last December 
by plaintiff Hologic Inc. Hologic’s motion 
sought to halt firm client Minerva Surgical 
from commercializing its sole product—the 
Minerva Endometrial Ablation System 
approved last year by the FDA—based on 
patents that Hologic alleged are infringed by 
Minerva’s system. Wilson Sonsini Goodrich 
& Rosati is representing Minerva Surgical 
in the matter. For more information, please 
refer to the court’s order at https://www.
wsgr.com/PDFs/minerva-0616.pdf. 

NantHealth Announces Pricing of Initial 
Public Offering 
On June 1, NantHealth, a next-generation 
personalized healthcare company, announced 
the pricing of its initial public offering of 
6,500,000 shares of its common stock 
at a price to the public of $14 per share. 
The shares began trading on the Nasdaq 
Global Select Market on June 2 under the 
ticker symbol “NH.” WSGR is advising 
NantHealth in the offering. To read more, 
visit http://www.businesswire.com/news/
home/20160601007076/en/NantHealth-
Announces-Pricing-Initial-Public-Offering.  
 

FEI to Be Acquired by Thermo Fisher 
Scientific 
On May 27, Thermo Fisher Scientific, a 
world leader in serving science, and FEI 
Company, a leader in high-performance 
electron microscopy, announced that their 
boards of directors have unanimously 
approved a definitive agreement under 
which Thermo Fisher will acquire FEI for 
$107.50 per share in cash, or a total of 
approximately $4.2 billion. The transaction 
is expected to be completed by early 2017. 
WSGR is representing FEI in the transaction. 
For further details, visit http://news.
thermofisher.com/press-release/thermo-
fisher-scientific-acquire-fei-company.  
 
Agenovir Raises $10.6 Million in Series 
A Round   
On May 17, Agenovir, a company that 
uses computationally engineered nuclease 
technology to develop novel antiviral 
therapeutics, announced that it has raised 
$10.6 million in a Series A round of financing. 
The round was led by Data Collective with 
participation from Celgene Corporation, 
Lightspeed Venture Partners, and several 
prominent individuals and investors. WSGR 
represented Agenovir in the transaction. 
Please see http://www.prnewswire.com/
news-releases/agenovir-completes-106-
million-series-a-financing-300269667.html 
for more information.

Purigen Biosystems Secures $18.2 
Million in Financing  
Purigen Biosystems, a leader in the 
development of technology for genomics 
sample preparation, announced on May 17 
that it has completed an $18.2 million Series 
A round of financing from 5AM Ventures 
and Roche Venture Fund. Existing investors 
the Stanford-Startx Fund and Western 
Investments Capital also participated in 
the round. WSGR represented Purigen 
Biosystems in the transaction. For more 
information, please see http://www.
prnewswire.com/news-releases/purigen-
biosystems-receives-182m-in-series-a-
financing-led-by-5am-ventures-and-roche-
venture-fund-300270014.html.  

Twist Bioscience Acquires Genome 
Compiler Corporation 
On April 6, Twist Bioscience Corporation, a 
company focused on rapid, high-quality DNA 
synthesis, announced that it has acquired 
Genome Compiler Corporation, an Israeli-
based company providing software for 
genetic engineers, molecular biologists, and 
synthetic biologists. Twist Bioscience intends 
to leverage Genome Compiler’s technology 
and expertise to drive a digital products 
portfolio. WSGR advised Twist Bioscience 
on IP matters related to the acquisition. 
Additional information is available at https://
www.twistbioscience.com/press/acquires-
genome-compiler/ .  
 
Acutus Medical Raises $75 Million in 
Series C Financing 
On March 22, Acutus Medical, an 
electrophysiology company committed to 
transforming how electrophysiologists image, 
diagnose, and treat complex arrhythmias, 
announced that it has closed a $75 million 
Series C financing. The round included new 
investors Deerfield Management Company, 
Xeraya Capital, and an undisclosed strategic 
investor, as well as existing investors 
Advent Life Sciences, OrbiMed, and GE 
Ventures. WSGR represented Acutus 
Medical in the transaction. Please refer to 
http://acutusmedical.com/acutus-medical-
completes-75-million-series-c-financing/ for 
further details. 
 
10x Genomics Completes $55 Million 
Series C Round of Funding 
10x Genomics, a company focused on 
improving and broadening the application 
of genomic information, announced on 
March 17 that it has closed a $55 million 
Series C round of financing. The round 
was led by Fidelity Management & 
Research Company and included Softbank, 
JS Capital Management LLC, Venrock, 
Foresite Capital, and Paladin Capital. 
WSGR advised 10x Genomics in the 
transaction. For more information, please 
see http://www.businesswire.com/news/
home/20160317005175/en/10x-Genomics-
Completes-55-Million-Series-Financing.  
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Immucor Acquires Sirona Genomics 
Immucor, a global leader in transfusion and 
transplantation diagnostics, announced 
on March 4 that it has acquired Sirona 
Genomics, a spinout of the Stanford Genome 
Technology Center that focuses on developing 
next-generation sequencing typing 
applications specifically for the HLA System. 
Under the terms of the previous October 
2014 collaboration agreement between the 
companies, Immucor retained the exclusive 
option to acquire Sirona Genomics during 
the collaboration, which was focused on the 
development and commercialization of the 
MIA FORA NGS offering for high-resolution 
HLA typing. WSGR advised Sirona Genomics 
in the transaction. For additional details, 
please see http://investor.immucor.com/
releasedetail.cfm?ReleaseID=959643.  
 
Forty Seven Licenses Technology from 
Stanford University 
On February 24, clinical-stage immuno-
oncology company Forty Seven announced 
that it has licensed the rights to multiple 
immuno-oncology programs from Stanford 
University. The license includes rights to 
more than 100 issued or pending U.S. or 
foreign patents that cover the antibody 
Hu5F9-G4 and several other novel immune 
checkpoint inhibitors and cancer-specific 
antibodies. WSGR represented Forty 
Seven in IP matters related to the licensing 
agreement. To read more, visit http://www.
prnewswire.com/news-releases/forty-seven-
inc-completes-75m-series-a-financing-and-
licenses-technology-from-stanford-university-
to-advance-next-generation-immuno-
oncology-programs-300225001.html.  
 
Transcend Medical to Be Acquired by 
Alcon 
Alcon, the global leader in eye care and a 
division of Novartis, announced on February 
18 that it has entered into an agreement to 
acquire Transcend Medical, a privately held 

company focused on developing minimally 
invasive surgical devices to treat glaucoma. 
Financial terms were not disclosed and the 
transaction is subject to customary regulatory 
approvals. WSGR is representing Transcend 
Medical in the transaction. To read more, 
please see https://www.alcon.com/news/
media-releases/alcon-expands-leadership-
position-treating-glaucoma-through-
acquisition. 

Unity Biotechnology Launches with 
a Focus on Preventing and Reversing 
Diseases of Aging 
On February 3, Unity Biotechnology 
announced that it is developing medicines 
to treat and eliminate age-related diseases 
and increase healthspan, or the amount 
of time an individual lives in good health. 
Unity‘s initial funding was led by founding 
investor ARCH Venture Partners, with 
significant contributions from Venrock, 
WuXi, Mayo Clinic, Unity’s management 
team, and others. Unity will initially 
focus on cellular senescence, a biological 
mechanism theorized to be a key driver 
of many age-related diseases. WSGR 
is representing Unity Biotechnology in 
corporate and IP matters. For more details, 
please see http://www.businesswire.com/
news/home/20160203006286/en/Unity-
Biotechnology-Launches-Focus-Preventing-
Reversing-Diseases.  
 
District Court Dismisses Lawsuit Against 
Accelerate Diagnostics 
Accelerate Diagnostics, an in vitro 
diagnostics company dedicated to providing 
solutions for the global challenge of 
antibiotic-resistant organisms, announced 
on January 29 that the U.S. District Court 
for the District of Arizona granted its motion 
to dismiss a class action lawsuit that was 
filed against the company in March 2015. 
WSGR represented Accelerate Diagnostics 
in the matter. To learn more, please 

visit https://globenewswire.com/news-
release/2016/01/29/806045/0/en/District-
Court-Dismisses-Lawsuit-Against-Accelerate-
Diagnostics.html.  
 
SupraMed Acquired by Nextech 
Nextech Systems, a provider of specialty-
focused healthcare technology solutions for 
physician practices, announced on January 
25 that it has acquired SupraMed, developer 
of a web-based practice management 
system and electronic health record 
built for the needs of plastic surgeons. 
SupraMed’s technology complements 
Nextech’s existing software-as-a-service 
offerings and will allow the company to 
scale while strengthening its commitment 
to specialty-specific products. WSGR 
represented SupraMed in the transaction. 
Additional information is available at http://
www.nextech.com/press-releases/nextech-
acquires-supramed-a-web-based-healthcare-
solution.

ZipLine Medical Secures $19 Million in 
Financing  
ZipLine Medical, a medical device company 
that has developed noninvasive surgical skin 
closure devices, announced on January 19 
that it has completed a $19 million round of 
financing. The financing was led by MVM 
Life Science Partners with participation from 
China Materialia. The proceeds will be used 
to accelerate worldwide commercialization 
activities for ZipLine’s surgical skin-closure 
products. WSGR represented ZipLine in 
the transaction. For more details, please 
see http://www.ziplinemedical.com/
press_release/zipline-medical-secures-19-
million-financing-led-new-investor-mvm-life-
science-partners-llp-clinical-studies-continue-
show-shorter-procedure-times-fewer-wound-
complications-reduced-p/.  
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Upcoming Life Sciences Events

24th Annual Medical Device Conference 
June 23-24, 2016 
The Palace Hotel 
San Francisco, California 
https://www.wsgr.com/news/medicaldevice/

Wilson Sonsini Goodrich & Rosati’s 24th Annual Medical 
Device Conference, aimed at professionals in the medical 
device industry, will feature a series of panels and discus-
sions addressing the critical business issues facing the 
sector today. This year’s event will focus on understanding 
the challenges currently facing the medtech start-up, 
and the strategies that are emerging to respond to these 
challenges.  
 
 

Phoenix 2016: The Medical Device and Diagnostic 
Conference for CEOs 
October 5-7, 2016 
Montage Laguna Beach 
Laguna Beach, California 
https://www.wsgr.com/news/phoenix

The 23rd Annual Phoenix Conference will bring together 
top-level executives from large healthcare companies and 
CEOs of small, venture-backed firms for an opportunity to 
discuss issues of interest to the medical device industry 
today, as well as to network and gain valuable insights 
from both industry leaders and peers.

Casey McGlynn, a leader of the firm’s life sciences practice, has editorial oversight of The Life Sciences Report and was assisted by Philip Oettinger, 
Elton Satusky, Scott Murano, and James Huie. They would like to take this opportunity to thank all of the contributors to the report, which is published 
on a semi-annual basis.
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