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T2 Biosystems gains clearance from
FDA for platform to detect sepsis
By Omar Ford, Staff Writer

The FDA has cleared a desktop diagnostic test and a 
related device that can give a rapid diagnosis of one of the most 
expensive hospital treated conditions in the U.S. – sepsis. The 
cost to the healthcare system from the infection is more than 
$20 billion a year.

T2 Biosystems (Lexington, Massachusetts) reported that it 
has garnered clearance from the FDA for its first two products, 
the T2Candida Panel and the T2Dx Instrument for the direct 
detection of Candida species in human whole blood specimens 
from patients with symptoms of, or medical conditions 
predisposing the patient to, invasive fungal infections. T2Candida 
and T2Dx, for the first time, provide sensitive detection of specific 

U.S. Chamber: new inversion rule 
ensures OUS cash will stay OUS
By Mark McCarty, Washington Editor

The news is out about a novel set of rules dealing with 
tax inversion promulgated by the Obama administration but 
true to form, Newton’s third law of motion regarding equal 
and opposite reactions seems to apply. The U.S. Chamber of 
Commerce (Washington) released a statement indicating that 
while hopscotch loans are now off the table as a U.S. tax benefit 
for corporations, any deferred income generated by “the once-
foreign subsidiary will never come back to the U.S. to help create 
income, jobs, and economic growth.”

A Sept. 22 fact sheet published by the Department of 

Upstate New York is home to leading 
med-tech and diagnostic companies 
By Jeffrey Berg, Contributing Writer

ALBANY, New York — John Babitt, Partner, Life Sciences, 
Transaction Advisory Services at Ernst & Young (New York 
City) was the keynote speaker at MedTech 2014. He described 
the pulse of the industry and a shift of focus in the evolving 
healthcare landscape towards a value-added health care model 
and the challenges that represents for bioscience and medical 
technology players. In particular, he noted an observation in 
general that revenue growth in the med-tech sector decelerated 
to approximately 1% a few years ago, but has rebounded to 
approximately 5% in 2014. He remarked that “a most pressing 

Philips to split into two separate
companies, HealthTech and Lighting
By Amanda Pedersen, Senior Staff Writer

Royal Philips (Amsterdam, the Netherlands) told investors 
and analysts in London this week that it will split into two 
companies focused on the HealthTech and Lighting solutions 
opportunities. Both companies will continue to benefit from the 
Philips brand, the company noted. Philips’ combined HealthTech 
businesses reported 2013 sales of €15 billion and its Lighting 
solutions businesses reported €7 billion in sales last year.

“I do appreciate the magnitude of the decision we are 
taking, but the time is right to take the next strategic step for 
Philips, as we continue on our transformation,” said CEO Frans 
van Houten in a company statement. “To become the global 
leader in HealthTech and shape the future of the industry, we 
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Clear-Cut Medical gets 
CE mark of ClearSight MRI
Staff Report

Clear-Cut Medical (Rehovot, Israel), reported the CE 
marking of its ClearSight MRI system for the examination 
of breast tissue. The ClearSight system is a revolutionary 
compact Magnetic Resonance Imaging system intended for 
the assessment of the margins of excised breast lumps taken 
from breast cancer patients undergoing Breast Conserving 
Surgery or Lumpectomy procedures. The CE marking of 
the ClearSight system allows the commercialization of the 
system in Europe.

“This is a major milestone both for our company and 
for patients undergoing Breast Conserving Surgery,” said 
Eyal Kolka, Clear-Cut’s CEO, “MRI is well recognized as 
the modality of choice for breast imaging, but due to its 
size and cost it was practically not accessible in real time 
for assisting surgical procedures. Currently as high as 
30% of breast cancer patients undergoing lumpectomy 
return for a re-do operation due to ‘positive margin’ 
analyzed by a pathologist within one week or more. Now, 
our ClearSight system brings the power of MRI into the 
operating room aiming to assist the breast surgeon in 
improving the quality of care.”

Clear-Cut Medical was established in 2010 to develop and 
commercialize its proprietary MRI technology for real-time 
assessment of excised tissue. The company’s first product, 
the ClearSight™ system, is intended for intraoperative margin 
assessment of surgically removed lumps in Breast Conserving 
Surgery.

 
Companies partner on in vitro diagnostic colon test 

The AIT Austrian Institute of Technology (Vienna) , 
BioVendor (Karasek, Czech Republic) and Scienion (Berlin) 
said the three companies will partner on the development of 
an in-vitro diagnostic test for colon cancer. The test kit shall 
identify cancer at an early stage based on tumor autoantibody 
biomarkers.  

Colon cancer is one of the most common cancers being the 
second most common cause of cancer in women and the third 
most common in men. At the same time colon cancer is the 
fourth common cause of cancer related death. Early detection 
of this disease increases both the therapeutic success and the 
chance of survival. Current diagnostic practice involves either 
uncomfortable invasive procedures or uses stool tests, the 
latter resulting in a high percentage of false-positive results. 
The collaboration between BioVendor, SCIENION and AIT aims 
to use biomarkers for the early detection and screening based 
on patients blood samples. In the project, AIT’s proprietary 
biomarkers will be developed into an easy-to-use in-vitro 
diagnostic (IVD) test kit. The technology takes advantage of the 
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DAILY M&A

FINANCINGS 

Imiris enters into amendment
agreement with Deerfield 
Staff Report

Imiris (Minneapolis) said it has entered into a waiver and 
amendment agreement with Deerfield Management (New York) 
with respect to the facility agreement dated as of Sept. 16, 2013.  
Deerfield has agreed to waive the enforcement of the requirement 
under the facility agreement that the company have cash and 
cash equivalents at the end of any calendar quarter greater than 
$7.5 million for the period commencing July 1 and ending Sept. 30.

In the ordinary course of its business, as a result of the high 
dollar value associated with each of the company’s sales, the 
timing of cash receipts and revenues recorded from quarter to 
quarter vary significantly.  There is uncertainty in the amount 
of accounts receivable that will be collected by September 30, 
2014, therefore, the company proactively sought the waiver so as 
to avoid a potential breach of the requirement.

On Sept. 16, 2013, pursuant to the Facility Agreement, 
Deerfield was issued warrants to purchase 6.1 million shares 
of Imiris common stock at an exercise price of $1.94 per share. 
In connection with the waiver, the Company has agreed to 
change the exercise price of the warrants to 70 cents  per share, 
representing the closing trading price of the common shares on 
Nasdaq as of Sept. 23, 2014.

In other financings news;
• Minerva Surgical (Redwood City, California) raised $25 

million according to a regulatory filing. The company is in the 
middle of a clinical study evaluating a device designed to treat 
excessive menstrual bleeding. 

The procedure is known as endometrial ablation and is a 
treatment to selectively eliminate the endometrium (inner lining 
of the uterus). According to a filing with www.clinicaltrials.gov, 
the study, which started in 2012 and is expected to be completed 
in 2016, has enrolled 153 patients.

• InstaMed (Philadelphia), the Healthcare Payments 
Network, reported a $15 million funding of new capital. InstaMed 
will deploy the new capital to meet the increasing demands of 
healthcare consumerism. Existing and new investors are part of 
the funding round.

“The InstaMed Network reaches over one-third of the U.S. 
healthcare market, and with the recent launch of our billion 
transaction infrastructure, we will continue to scale,” said Bill 
Marvin, president/CEO of InstaMed. “As the only platform built 
for payment and healthcare clearinghouse functionality, we are 
uniquely positioned to meet and exceed the growing demands 
of consumerism for all healthcare organizations, including both 
providers and payers.”

InstaMed is supported by a broad investor base, including 
four funds and four publicly traded companies.

• Tenet Healthcare (Dallas) reported that it is offering to 

sell $500 million aggregate principal amount of senior notes 
through a private placement. 

The proceeds from the offering will be used for general 
corporate purposes, including the repayment of indebtedness 
and drawings under Tenet’s senior secured revolving credit facility, 
related transaction fees and expenses and acquisitions. //

PLC, Viveve completes planned
merger, forms Viveve Medical
Staff Report

Viveve (Sunnyvale, California), a company focused on 
women’s health, said, effective Sept. 23, it has completed its 
merger with PLC Systems (Milford, Massachusetts), initially 
announced on May 14. Viveve will operate as a wholly-owned 
subsidiary of PLC and PLC will now be known as Viveve Medical. 

Viveve will compete in the women’s health market with a 
focus on the Viveve System to improve women’s overall sexual 
well-being and quality of life, will retain all its personnel and 
continue to be headquartered in Sunnyvale. In connection 
with the merger, Viveve Medical will issue 4,686,878 shares of 
common stock. Beginning approximately October 22nd, the 
stock will trade under the symbol VIVMF.

Effective as of the closing, Patricia Scheller, formerly the CEO of Viveve, 
became the CEO and a director of Viveve Medical and Scott Durbin, who 
served as the CFO of Viveve, became the CFO of Viveve Medical.

Concurrent with the merger, Viveve Medical completed a 
private placement for total gross proceeds of about $6 million 
(including about $1.5 million of bridge debt conversion). 

As a result, Viveve Medical issued 11,305,567 shares of 
common stock and 5-year warrants to purchase up to 940,189 
shares of common stock at an exercise price of 53 cents per 
share. Upon closing of the merger and private placement, Viveve 
Medical has about 18 million shares of common stock issued and 
outstanding. Proceeds from the private placement are expected 
to be used for research and development, to broaden Viveve’s 
commercial efforts in the three countries where the Viveve System 
is available for sale, and to expand into the European market. 

The private placement included 5AM Ventures, GBS Venture 
Partners, Alta BioEquities and several other investors.

At the effective time of the merger, PLC divested its ownership 
of its former operating subsidiaries, PLC Medical Systems and 
PLC Systemas Medicos Internacionais, which will operate as 
independent entities going forward under new ownership.

“This transaction positions Viveve to increase market 
awareness about the condition of vaginal introital laxity - a 
condition that affects millions of women worldwide - and its 
profound impact on women’s lives,” said Patricia Scheller, CEO 
of Viveve Medical. “Given the growing concern surrounding 
women’s sexual health issues, the large market opportunity, and 
the lack of effective, non-invasive treatments for vaginal laxity, I 
believe Viveve is well-positioned for growth.” // 

http://clinicaltrials.gov/ct2/show/NCT01569763
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AGREEMENTS/CONTRACTS

PEOPLE IN PLACES

Ambry Genetics works with testing 
labs for hereditary cancer diagnosis
Staff Report 

Ambry Genetics (Aliso Viejo, California) and researchers 
from Memorial Sloan Kettering Cancer Center, Mayo Clinic, 
Abramson Cancer Center of the University of Pennsylvania, 
Dana-Farber Cancer Institute and other diagnostic testing 
laboratories reported a research partnership aimed to recognize 
the significance of mutations and variants found by multi-gene 
testing for hereditary cancer. Participants in the Prospective 
Registry of MultiPlex Testing (PROMPT) will join together to 
create an online registry for patients that have undergone 
hereditary cancer testing, using the latest in next-generation 
gene sequencing technology.

“We are thrilled to be a leader in this initiative that examines 
the science of multi-gene testing, and how best to apply results 
to direct patient care. The study design is unique in that its goal 
is to reach thousands of mutation carriers, many of whom may 
never be seen at the types of academic or tertiary care centers 
where this type of clinical research is typically carried out. This 
improves patient access as well as the applicability of the results 
to the general U.S. population,” said Elizabeth Chao, chief 
nedical officer at Ambry Genetics.

In the initial phase, Ambry Genetics will provide information 
about PROMPT with test results for patients who have 
hereditary cancer multiplex panel testing and are found to carry 
a pathogenic mutation or variant of unknown significance (VUS). 
Ambry will offer these individuals ongoing and future research 
opportunities needed to define the clinical significance of these 
mutations and VUSes.

“Patient enrollment and longitudinal follow-up through 
studies like PROMPT are vital to advance our understanding of 
the implications of hereditary cancer panel testing. It will also be 
crucial for further establishing clinical guidelines for the medical 
management of individuals carrying mutations in moderate risk 
hereditary cancer genes,” said Jill S. Dolinsky, Senior Manager of 
Clinical Research at Ambry Genetics.

PROMPT aims to define penetrance and genotype-
phenotype associations by collaborating with the Evidence-
based Network for the Interpretation of Germline Mutant Alleles 
(ENIGMA), the leading international breast cancer research 
consortium. By participating in this initiative, Ambry Genetics will 
provide information about PROMPT to thousands of individuals 
who may not otherwise know about or have access to hereditary 
cancer research opportunities. 

In other agreements:  Aethlon Medical (San Diego), a maker 
of targeted therapeutic devices to address infectious disease, 
cancer and other life-threatening conditions, said it has entered 
into an agreement with Qualtran (Beechwood, Ohio) that would 
expand human clinical studies of Hemopurifier therapy to 

include individuals infected with dengue virus, a global health 
threat, which is not addressed with approved drug or vaccine 
therapies.  Aethlon is also in the process of initiating the first 
FDA approved study of Hemopurifier therapy in individuals 
infected with hepatitis c virus.

The Hemopurifier is a therapeutic device that targets the 
elimination of circulating viruses and tumor-secreted exosomes 
that promote cancer progression. Aethlon disclosed that it 
will use data from the proposed dengue treatment study into 
a Humanitarian Use Device submission, which provides an 
alternative FDA pathway for obtaining market approval for 
medical devices that address disease conditions that affect 
fewer than 4,000 individuals in the U.S. per year.  Dengue also 
represents a disease condition where efficacy treatment studies 
in the U.S. are not feasible.

Qualtran is a contract research organization that previously 
originated and managed clinical studies of Hemopurifier therapy 
in HIV and HCV infected individuals at the Apollo Hospital, Fortis 
Hospital, Sigma New Life Hospital, and the Medanta Medicity 
Institute, all located in India. On behalf of Aethlon Medical, 
Qualtran also established a collaborative relationship with the 
National Institute of Virology that demonstrated the utility of the 
Hemopurifier  to capture dengue virus. //

• Air Techniques (Melville, New York) reported a 
restructure in their executive management team. This 
restructure includes the hiring of Christoph Roeer, their new 
CEO. In addition to this new role, Air Techniques has made a 
combined decision to change John Scott’s role as president to 
chief marketing officer. Roeer comes to Air Techniques with 
experience managing a successful international medical 
company in the U.S. Roeer holds dual citizenships in the 
United States and Germany.  Scott will focus on key parts 
of the business such as expanding sales opportunities both 
domestically and internationally, as well as strengthening 
customer support and marketing efforts. Air Techniques is 
an innovator of dental equipment.

• Medidata (New York) said that Michael Capone is joining 
the company as chief operating officer. In the newly created 
COO role, he will report directly to Medidata’s CEO Tarek Sherif 
and president Glen de Vries. Capone joins Medidata from ADP 
where he served as corporate VP of product development and 
chief information officer.  Medidata is a global provider of cloud-
based solutions for clinical research in life sciences, transforming 
clinical development through its advanced applications and 
intelligent data analytics.

• Ventas (Chicago) has named Robert Probst as executive 
VP and chief financial officer. Probst will assume his position 
in October and work with retiring Ventas CFO Richard A. 
Schweinhart through the transition. Probst served as senior 
VP/CFO for Beam from 2008 to 2014. Ventas is a real estate 
investment trust. 



THURSDAY, SEPTEMBER 25 , 2014 MEDICAL DEVICE DAILY™  PAGE 5 OF 9

For Sales Inquiries: http://ip-science.interest.thomsonreuters.com/Bioworld_Sales_Inquiry. NORTH AMERICA, Tel: +1-800-336-4474. Outside of the U.S. and 
Canada, Tel. +44-203-684-1796. For Customer Service Inquiries, NORTH AMERICA, Tel: +1-800-336-4474. Outside of the U.S. and Canada, Tel. 
+44-203-684-1796. Or email bioworld.support@thomsonreuters.com. Copyright ©Thomson Reuters. Reproduction is strictly prohibited. Visit our website at
 www.medicaldevicedaily.com

T2
Continued from page 1

sepsis-causing pathogens directly from a whole blood specimen 
in about four hours. 

“The only way you can determine the species associated 
from the infection for a diagnostic standpoint is a blood 
culture, which could take up to six days or longer to identify 
the pathogen,” John McDonough, president/CEO, told Medical 
Device Daily. “So patients who are negative are put on a broad 
spectrum antibiotics which are often the wrong drug of choice. 
“Our first panel targets Candida, and it’s the most lethal of the 
forms of sepsis. The mortality rate for these Candida patients is 
40% on average.”

The firm’s technology features a magnetic resonance based 
approach toward diagnostic detection. McDonough noted that 
with this approach the company was able to detect specific 
species of this Candida infections in three to five hours at a level 
that’s equal to or better than a blood culture.

In the pivotal trial, evaluating the technology, T2Candida 
and T2Dx demonstrated a sensitivity of 91.1% and a specificity of 
99.4%. The mean time to a positive result for T2Candida was 4.4 
hours vs. 129 hours for blood culture and species identification, 
the current gold standard. The mean time for a negative result 
for T2Candida was 4.2 hours, compared to 120 hours for blood 
culture. Both T2Candida and T2Dx were reviewed under the FDA 
de novo classification process for devices with low-to-moderate 
risk that are first-of-a-kind. 

Economics surrounding the technology and potential to 
be beneficial for hospitals is quite compelling according to the 
company. 

The firm pointed out that a typical patient with a Candida 
infection averages 40 days in the hospital, including nine days 
in intensive care, resulting in an average cost per hospital stay 
of more than $130,000 per patient. In a study published in the 
American Journal of Respiratory and Critical Care Medicine, 
providing targeted antifungal therapy within 24 hours of the 
presentation of symptoms decreased the length of hospital 
stay by about 10 days and decreased the average cost of care by 
about $30,000 per patient.

“All the published data shows that if you can get these 
patients on the right drug, within the first 24 hours then you can 
reduce the length of stay in the hospital by nine days and you can 
reduce the length of stay in the ICU of two days, and we reduce 
the cost per patient by $30,000, so that’s big savings for the 
hospital,” he said. 

The effectiveness and the potential impact of the technology 
led to a spike in shares on Tuesday. 

“We’re addressing one of, if not the biggest unmet medical 
need in diagnostics,” he said. “I think people understand that. 
The time getting clearance through the FDA was perhaps record 
setting. We got cleared in less than four months from when we 

filed with the FDA.”
The bump in shares should be a welcome change for 

T2 Biosystems since the company priced well below its 
projected range for it’s Initial Public Offering, raising 
about $57.2 million before paying its underwriters, 
according to an article from xconomy.com. T2 aimed to 
raise as much as $68 million by selling 4 million shares 
at between $15 and $17 apiece. Instead, the company 
debuted on the Nasdaq after selling 5.2 million shares at 
$11 apiece. The firm registered for an IPO in July (Medical 
Device Daily, July 7, 2014). 

T2 Biosystems is now working on launch plans for the test.
“We’re selling direct here in the U.S. and we’re initially 

focused on the top 450 or so hospitals who see on average at 
over 5,000 high risk patients,” he said. “We’d expect probably 
by early next year to have our first customers on board and we’re 
targeting getting into about 30 hospital accounts by the end of 
2015, which would be a terrific achievement.” //

• Cynosure (Westford, Massachusetts), a maker of laser- 
and light-based aesthetic treatments for non-invasive and 
minimally invasive applications, has received FDA clearance 
to market its flagship PicoSure Picosecond Laser Workstation 
for the treatment of wrinkles with the company’s new 
disposable energy delivery system, the Focus lens array.  In 
the fourth quarter of 2012, PicoSure became the world’s first 
picosecond device to receive FDA clearance for the removal 
of tattoos and benign pigmented lesions, the company said 
in a statement. 

• Freedom Innovations (Irvine, California) has officially 
launched its new Plié 3 Microprocessor Controlled (MPC) 
Knee. The strong construction of the new knee – designed for 
amputees seeking a knee that adjusts to walking, running, 
uneven terrain and occasional water exposure – makes the 
Plié 3 submersible and more rugged than ever before. Despite 
its sturdiness, it is still the fastest reacting MPC on the 
market, responding 10 to 20 times more rapidly than other 
MPC knees. Freedom Innovations is a maker of advanced 
technology prosthetic devices. 

• Rinovum Women’s Health (Pittsburgh) said that The 
Stork OTC – the only home-use conception assistance device 
on the market cleared by the FDA for over-the-counter sales – 
is available without a prescription in stores and online at www.
storkotc.com. The Stork OTC includes two innovative parts: an 
updated cervical cap (similar to a condom) and an applicator 
device used to place the cap (similar to the delivery of a tampon). 
After collecting semen in the cap during natural intercourse, 
the applicator efficiently and easily places it near the woman’s 
cervix. The cap stays in place, keeping the sperm where it needs 
to be, for up to six hours, while the woman continues her normal 
routine, then is easily removed with the attached cord, similar to 
tampon removal. 

PRODUCTS
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Beltway
Continued from page 1

the Treasury states that U.S. firms can avoid paying taxes on 
earnings by foreign subsidiaries by deferring the repatriation of 
those profits, although a “hopscotch” loan previously allowed 
the parent firm to take in those profits after relocating offshore. 
The notice said that those loans will offer no benefit going 
forward because the new rules deem such loans to be U.S. 
property “for purposes of applying the anti-avoidance rule.” The 
Treasury statement adds that dividend rules “will now apply as 
if the [subsidiary] had made a loan to the U.S. parent prior to the 
inversion.”

The Treasury Department took several other actions as 
well, including implementation of a provision to remove the tax 
benefit of an inverted company when the new foreign parent 
company purchases stock to take control of the subsidiary. The 
Treasury statement indicates that henceforth, the new foreign 
parent “would be treated as owning stock in the former U.S. 
parent, rather than” the subsidiary, which would gut the benefits 
of this “de-controlling” strategy.

Medtronic (Minneapolis) is only one life science company 
that was in pursuit of an inversion with its proposed acquisition 
of Covidien (Dublin), and the media coverage of the new rule 
shaved roughly 3% off the company’s shares, from roughly $66 a 
share at the beginning of trading on Sept. 23 to slightly less than 
$63.50 later that morning. As of 1:00 p.m. Eastern time Sept. 24, 
the shares were trading at $64 per share.

There is speculation that Medtronic would try to 
renegotiate its deal with Covidien as a result of the news, 
a rumor Medtronic did nothing to quash. In a statement 
e-mailed to Medical Device Daily, Medtronic said, “we are 
studying Treasury’s actions. We will release our perspective 
on any potential impact on our pending acquisition of 
Covidien following our complete review.”

The statement e-mailed to MDD from the U.S. Chamber 
quotes the association’s chief economist, Martin Regalia, 
who said the new rules “make inversions less profitable – 
but not unprofitable – for inverting companies.” He said 
inverting firms will still benefit from removing future foreign 
sources of income from a secondary level of U.S. taxation, 
and also from avoiding the U.S. corporate income tax rate, 
still “the highest tax rate in the industrialized world on all 
income earned abroad.”

Regalia observed, however, that inverting companies can 
still use any accumulated cash in the subsidiary, but that this 
means they will use those proceeds “abroad to create income and 
jobs abroad,” rather than in the U.S. He added that capital “flows 
to places where it is valued,” adding that the administration’s 
attempt “to lock corporations into an obsolete tax system will 
only serve to further lock capital out.”

KPMG (Amsterdam) was unable to comment for the record.

AHRQ; spotty evidence for CRC imaging
Comparative effectiveness (CE) research sometimes clarifies 

the issue, but this was not necessarily the case in a recent report 
by the Agency for Healthcare Research & Quality on the various 
modalities used to stage colorectal cancer (CRC) for treatment. 
The data comparing endoscopic rectal ultrasound (ERUS) and 
CT for tumor staging seemed to favor the former, although the 
evidence backing this conclusion is of low strength. The evidence 
for other comparisons was likewise less than convincing, leaving 
payers with little evidence to support a decision for one modality 
over another.

The AHRQ document said that the first key consideration 
was to derive CE data on pre-treatment imaging for pre-
treatment cancer staging in patients with primary and recurrent 
CRC, while the second area of interest was addressed patients 
who have already undergone treatment. The four modalities of 
interest were ERUS, CT, MRI and PET/CT.

For preoperative rectal tumor staging, ERUS beat CT on 
the points of under-staging and over-staging, although the 
evidence was deemed of low strength. The comparison of ERUS 
and MRI for preoperative rectal tumor staging yielded a more 
mixed picture, demonstrating similar accuracy, but again with 
low evidentiary strength, the report states.

The data comparing MRI and CT derived no statistically 
significant difference between the two, although the report 
notes, “there were few patients in the available studies.” Still in 
the area of pre-operative staging – although for lymph nodes 
rather than for tumors – CT, MRI and ERUS were all credited 
with similar accuracy, but each modality is said to have suffered 
for want to sensitivity.

The discussion of restaging was more concise, apparently 
because the data depicted no statistically significant difference 
between MRI, CT and ERUS for interim rectal tumor restaging, 
although here again the strength of evidence was low. The 
document notes also that the evidence was of insufficient quality 
to draw conclusions about other interim restaging outcomes 
for rectal or CRC after a first treatment for other modality 
comparisons.

The authors were able to locate only a single study checking 
CT against PET/CT for pre-operative staging of both tumors and 
lymph nodes, which the authors said disallowed the drawing of 
any evidence-based conclusions.

The authors offered a caveat regarding the use of reference 
standards to check the accuracy of the imaging technologies 
used, which they noted is typically presumed to be 100% 
accurate. However, this assumption “is unlikely to be true,” they 
said. The document adds that the use of PET/CT for primary 
and interim staging “is on the rise despite the lack of convincing 
evidence to back its widespread adoption.” //

MDD is on Twitter! 
Stay Connected. Follow Us on Twitter!  

www.twitter.com/meddevicesdaily
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Philips
Continued from page 1

will combine our vibrant healthcare and consumer lifestyle 
businesses into one company. At the same time, giving 
independence to our Lighting solutions business will better 
enable it to expand its global leadership position and venture 
into adjacent market opportunities. Both companies will be able 
to make the appropriate investments to boost growth and drive 
profitability, ultimately generating significantly more value for 
our customers, employees and shareholders.”

By combining its existing healthcare and consumer lifestyle 
businesses, Philips said it will be able to capitalize on the 
convergence of professional healthcare and consumer end-
markets across the health continuum, from healthy living and 
prevention, to diagnosis, treatment, recovery, and home care. 
This is illustrated by the rising engagement of consumers to 
proactively monitor and manage their health, and by increasing 
pressures on the healthcare system to create new models of 
care along the health continuum to deliver better and affordable 
care, according to Philips.

“Philips is uniquely positioned to help reshape and optimize 
population health management by leveraging big data and 
delivering care across the health continuum, from healthy living 
and prevention to diagnosis, minimally invasive treatment, 
recovery and home care,” said van Houten. “The combination 
of our healthcare and consumer lifestyle portfolios and the 
integration of the data from the connected products on Philips’ 
cloud-based digital health platform illustrate our opportunity 
to capture growth in an increasingly connected world, where 
societies are looking for more effective and lower cost health 
solutions.”

The company noted that fundamental changes also are 
taking place in the lighting industry, in which the value is shifting 
from individual products to systems and services.

In relation to the company’s strategic repositioning, Philips 
will start the process to transition its Lighting solutions business 
into a separate legal structure and consider various options for 
alternative ownership structures with direct access to capital 
markets. More information on this will follow in the course of 
2015, Philips said.

Each company will have a dedicated, focused and lean 
management structure, as a result of the planned integration 
of the relevant sector and group layers. The new operating 
structure enables additional cost savings across the enabling 
functions resulting in €100 million additional savings in 2015 
and further €200 million in 2016. Philips said it expects to incur 
about €50 million additional annual restructuring costs in the 
period 2014 to 2016.

“We already have a strong presence along the health 
continuum,” van Houten told investors, analysts, and other 
stakeholders on Tuesday. He noted that the consumer lifestyle 

business has shown strong growth and margin improvement 
over last few years as the company has re-positioned the 
business over the last three years to emphasize personal health 
and well being.

The company’s personal care and clinical informatics 
businesses and home healthcare solutions businesses have 
shown continued leadership performance, he added. Imaging 
systems has faced some challenges, van Houten said, but is “on 
a path to recovery.”

“What we are really excited about is to bring them together 
in order to address the health continuum and step up growth and 
step up profitability together, as we believe that our customers 
in healthcare actually want to engage with consumers, 
with patients, outside of the four walls of the hospital,” van 
Houten said. “Of course, gluing it all together will be helped 
tremendously through cloud computing, by interconnectivity of 
these worlds that are taking away the barriers and traditional 
silos in which healthcare has been managed in the past.” //

BRIEFLY NOTED

Misonix supports Uganda spine  
surgery mission with BoneScalpel

Misonix (Farmingdale, New York), a surgical device 
company that makes therapeutic ultrasonic products for spine 
surgery, skull based surgery, neurosurgery, wound debridement, 
cosmetic surgery, laparoscopic surgery and other surgical 
applications, announces that it has once again supported the 
Uganda Spine Surgery Mission organized by leading spine 
surgeon Isador Lieberman, from the Texas Back Institute in 
Plano, Texas by providing an ultrasonic BoneScalpel for use in a 
number of advanced spinal surgeries.

The Uganda Spine Surgery Mission was founded in 2006 by 
Mark Kayanja (originally from Uganda) and Lieberman with the 
purpose of providing advanced spine care to Ugandan patients 
afflicted by infectious, degenerative, traumatic and congenital 
spinal ailments. 

The mission’s annual surgery schedule has grown steadily 
in volume and expanded in scope. For the first time it included 
three teams for spine surgery including long-time BoneScalpel 
users  Isador Lieberman from Texas Back Institute and Texas 
Health Presbyterian Hospital in Plano, Texas, Paul Holman from 
Methodist Hospital Houston, Shane Burch from UCSF Medical 
Center in San Francisco and Selvon St. Clair from The Institute 
for Orthopaedic Surgery in Lima, Ohio.   

Hundreds of patients were screened at Mbarara Regional 
Referral Hospital. The patients travelled from remote areas in 
Uganda, and in some cases from neighboring countries, often 
waiting for days with their families for the surgical teams to 
arrive. The surgeries themselves, complex enough from a 
medical perspective were routinely interrupted by hourly power 
outages, shortage in hospital supplies like oxygen and other 
surprises that took the team’s continuous ingenuity to complete 
their mission.
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New York
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issue facing medtech companies today is how to compete and 
differentiate products in an increasingly bundled marketplace.” 
On a positive note, Babitt noted a robust M&A market with record 
fundraising and large debt offerings to fund stock buybacks.  The 
M&A front is very dynamic and will remain this way in the future 
with sustained activity. He also cited the IPO market that “has 
been extremely active. We haven’t seen such activity since the 
early 2000s.”  Innovation is being redefined by three headwinds 
that are moving towards value-based healthcare. They are the 
510 (k) regulatory process, proposed regulatory changes in the 
EU and CMS reimbursement.    

AngioDynamics (Latham), publically traded since May 
2004, was founded in 1988 in the heart of “Catheter Valley,” 
an area in New York’s Adirondack region named for its long 
history of catheter and other medical device manufacturing.  
An estimated 30% of the world’s catheters are produced in this 
region. The company has grown by both internal development 
and acquisitions to 1,300 employees, with seven operating 
locations worldwide. AngioDynamics markets a diverse product 
line including market-leading radio frequency ablation and 
NanoKnife systems, vascular access, angiographic, dialysis, 
angioplasty, drainage, thrombolytic, embolization and venous 
products. The company’s most recent acquisitions were 
Microsulis Medical (Denmead, UK), a leader in microwave 
ablation technology, for about $16 million in January 2013; 
Vortex Medical (Norwell, Massachusetts), a developer of medical 
devices for venous drainage and the removal of thrombus, 
for about $55 million in October 2012; and Navilyst Medical 
(Marlborough, Massachusetts), a marketer of fluid management 
systems, for $372 million in May 2012.  

Stephen Trowbridge, senior vice president and general 
counsel, told Medical Device Daily that “AngioDynamics is 
committed to bringing disruptive technologies that not only 
improve patient outcomes, but help to reduce the overall cost of 
healthcare, to all three of our businesses – peripheral vascular, 
vascular access and oncology surgery.  In the last 24 months, 
we’ve executed that strategy by introducing innovative products 
like the AngioVac venous drainage cannula and cardiopulmonary 
bypass circuit, BioFlo family of thromboresistant vascular 
access devices, and Acculis microwave system in each of our 
three businesses, respectively. These products helped drive the 
company’s strong top-line performance throughout fiscal year 
2014.” 

Scott Gucciardi is a senior vice president and general 
manager of New Health Delivery Solutions at Welch Allyn 
(Skaneateles Falls) and a board chairman at MedTech. Welch 
Allyn is a privately held medical diagnostic company focused on 
physical examination instruments and vital signs measurement 
and monitoring.  The company is currently executing a strategic 

plan that will include continued investment in organic product 
development in its current line of business, complemented 
by substantive inorganic investments driven by its corporate 
development function. The inorganic transactions have 
included minority equity stakes in early stage companies with 
promising new technologies. Gucciardi explained to MDD 
that “we look for opportunities where there is a strategic 
fit with that the direction that the company is headed and 
typically make an equity investment alongside a commercial 
distribution agreement that aligns with our strategic interests 
and channel strengths.” He added that “several acquisitions 
are being considered, with opportunities and new targets 
being identified almost weekly.” 

Gucciardi is focused on identifying new lines of business 
for the company to enter, with the intent to “find new engines 
for growth that are consistent with the changing dynamic 
in healthcare delivery, including driving care to lower cost 
settings while improving population health outcomes and 
individual patient experience.”  Welch Allyn has derived much 
of its growth in 2014 from markets outside the U.S., including 
the Middle East and emerging markets, but it anticipates these 
new strategic investments will lead to growth both domestically 
and internationally moving forward. “We believe our strategy is 
aligned with where the needs of healthcare delivery are headed, 
and we intend to add value to all stakeholders, including patients, 
providers and payers, through innovative new solutions. In doing 
so, of course we expect to share in that value creation,” said 
Gucciardi.

Daniel Jonas is an executive vice president, Legal Affairs 
and general counsel at ConMed (Utica) and former chairman 
of MedTech.  ConMed is a surgical device company that has 
a significant presence in the field of orthopedic products. 
The company’s sales are about evenly spread between the 
U.S. and international markets. Jonas told MDD that the 
company is focusing now on execution and performance and 
day-to-day activities in order to increase sales. The company 
has in the recent past explored its possible sale. In July, 
the Corasanti family that founded ConMed stepped down 
from its management and the board and Curt Hartman was 
installed as an interim CEO. Recent transactions include the 
company’s acquisition in September 2012 of Viking Systems 
(Westborough, Massachusetts), marketer of the 3D-HD 
Vision System used in MIS procedures, for $22.5 million, and 
a distribution agreement with MTF (Edison, New Jersey) that 
gave ConMed exclusive marketing rights to allograft tissues 
and grafts for use in sports medicine. Jonas shared with MDD 
his interest in MedTech which “is serving to create a climate 
in which companies like ConMed can flourish in upstate New 
York. There are several challenges competing in a highly 
regulated industry and New York has the building blocks for 
a first rate environment for the life science industry, but needs 
to do more to make the environment more friendly  if it wants 
its many New York-based companies to success in the fiercely 

See New York, page 9
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competitive global healthcare market.”
Corning (Corning) offers a comprehensive range of high-

quality tools and solutions for life science research and bio-
production. This includes products used for cell culture, and 
general labware that is used for genomics and proteomics research 
and for drug discovery research. Richard Eglen, vice president 
and general manager commented that “the growth potential 
for medical technologies and life sciences, maybe bioscience in 
general, is pretty high. It’s often talked about growing between 5 
and 10%, year on year, and it’s also fairly steady. 

Polymer Conversions (Orchard Park) is a full-service 
contract manufacturer specializing in cleanroom manufacturing 
for the healthcare industry. Their manufactured products include 
enteral feeding pumps, disposable syringe components, hearing 
protection devices, drug delivery systems and ear, nose and 
throat devices. Silikon Technologies (Hamburg) was created by 
Polymer Conversions to support customers’ needs for silicone 
injection molding.  Ben Harp, COO, commented that “we’ve got 
an excellent trained, highly-educated talent pool to draw from 
and add to our business.” //

fact that specific tumor autoantibodies can be detected in blood 
of cancer patients in a very early stage of tumor development. 

The three companies will work closely together to develop 
the in-vitro diagnostic test for the global market. AIT provides 
their previously identified and patented biomarkers, specific for 
blood-based diagnosis of colon cancer. BioVendor, represented 
by its subsidiary company TestLine Clinical Diagnostics, will 
bring in its development expertise and distribution network. 
Scienion contributes with its longstanding expertise in the 
microarray market and will be responsible for assay development 
and manufacturing using the company’s high-quality microtiter 
plates (sciPLEXPLATES).

The AIT says it is Austria’s largest non-university research 
institute and is, among European research institutes, a specialist 
in key infrastructure issues. 

BioVendor makes immunoassays, recombinant proteins, 
and antibodies. 

Scienion is a supplier of quality instrumentation and services 
for low volume liquid handling. 

Sophia Genetics receives CE-IVD genetic testing 
Sophia Genetics (Lausanne, Switzerland), a maker of NGS 

data analysis, has received the CE-IVD mark for genetic testing 
of Familial Mediterranean Fever and Hypercholeteromia.

The quality assurance guarantee for these three tests 
follows receipt of CE-IVD certification for Sophia’s NGS 
bioinformatics pipeline for use in routine genetic testing, 
further strengthening standards of testing and clinical 
diagnosis of congenital diseases.

Sophia Genetics’ CE-IVD and ISO 13485-accredited Data 
Driven Medicine platform reduces the cost and time associated 
with compliance for clinical laboratories with both the new 
CE-IVD Directive as well as the requirements for ISO 15189 
accreditation. As part of its commitment to quality, Sophia 
Genetics will seek to obtain the CE-IVD mark for each of the 
genetic tests it supports.

“Data Driven Medicine is transforming our ability to 
address congenital diseases. But there is a real need for 
solutions which can analyse the data produced by NGS 
sequencing to a clinical standard. At Sophia Genetics, we 
are dedicated to solving some of the toughest problems 
in data analysis and making clinical diagnosis much 
simpler, faster and easier for our lab customers,” said Jurgi 
Camblong, CEO of Sophia Genetics. 

Stereotaxis gets Niobe ES order from Japan 
Stereotaxis (St. Louis) has received the first commercial 

order for its Niobe ES magnetic navigation system in Japan from a 
leading hospital in Osaka. As part of its primary market strategy, 

the company also reported it has established a business office 
in Japan under the leadership of its new business director, who 
will oversee development and operational activities, including 
serving as liaison with the company’s in-country distributors and 
other local resources.

The new customer’s Niobe system will be part of a 
reconstructed hospital facility. Construction is expected to be 
complete in early 2015 and reflects the hospital’s commitment 
to advance its medical care through the latest equipment, 
therapies and integrated services.

“We are proud to offer the first comprehensive robotic 
solution for the delivery of cardiac ablation therapy in 
such an important market as Japan,” said William C. Mills, 
Stereotaxis Chief Executive Officer. “This first commercial 
order has given us a foothold in an electrophysiology 
(EP) community that is eager for innovations focused 
on improving the speed, accuracy and outcomes of 
their ablation procedures. We believe our Niobe system 
addresses these demands, while offering an unsurpassed 
safety profile, and we look forward to continued market 
acceptance and adoption.”

Stereotaxis is a healthcare technology and innovation leader 
in the development of robotic cardiology instrument navigation 
systems designed to enhance the treatment of arrhythmias and 
coronary disease, as well as information management solutions 
for the interventional lab. The core components of Stereotaxis 
systems have received regulatory clearance in the U.S., European 
Union, Canada, China, Japan and elsewhere. //
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EOS imaging receives FDA clearance for new software 
EOS imaging, a developer of 2D/3D orthopedic medical 

imaging, reported that its next-generation sterEOS 3-D imaging 
software, sterEOS 1.6, has received 510(k) clearance from the 
FDA.

The sterEOS software provides 3-D modeling of the spine 
and lower limbs based on scans taken with the EOS System, 
and automatically calculates more than 100 clinical parameters 
relevant to diagnosis and surgical planning. The new sterEOS 
1.6 integrates a postural assessment feature dedicated to spine 
pathologies and associated surgeries that allows a fast analysis 
of a patient’s skeletal balance and helps the surgeon plan 
adequate spinal surgery to maintain or restore this balance, 
which is often modified or lost with ageing or scoliotic deformity. 
The new software will be made available to existing EOS 
customers as a software upgrade and will be included in all new 
EOS system sales.

Concurrent with the FDA clearance, the benefits of EOS 
and its software sterEOS were highlighted at the 49th Annual 
Meeting of the Scoliosis Research Society in Anchorage, Alaska 
and during an associated EOS educational symposium that 
gathered more than 50 surgeons from all around the world.

The symposium, titled “Innovations in sagittal balance for 
scoliosis treatment” featured presentations from four orthopedic 
surgeons from the U.S. and France. Additionally, medical 
communications by EOS users during the SRS congress also 
highlighted the importance of sagittal balance as well as the 
value of 3-D visualization in prognostic and surgical planning.

The EOS system provides full-body images of patients in a 
natural standing or seated position in both 2-D and 3-D with 
50% to 85% less dose than Digital Radiology and 95% less dose 
than basic CT scans, in accordance with the ALARA (As Low As 
Reasonably Achievable) principle of radiation reduction.

Marie Meynadier, CEO of EOS imaging, said, “This 
new generation software release in the U.S. demonstrates 
our commitment to answer with EOS the medical needs of 
orthopedic surgeons, among whom EOS users have widely 
contributed to a general recognition of the importance of global 
patient assessment and sagittal balance analysis in spine care. 
By continuously enhancing the capabilities of the EOS platform 
in support of our customers, we keep encouraging adoption by 
medical facilities throughout the U.S.”

The injection of statin promotes bone growth 
in mice with achondroplasia symptoms

Skeletal dysplasia is a group of rare diseases that afflict 
skeletal growth through abnormalities in bone and cartilage. Its 
onset hits at the fetal stage and is caused by genetic mutations. A 

mutation in the gene encoding fibroblast growth factor receptor 
3 (FGFR3) has been associated with two types of skeletal 
dysplasia, thanatophoric dysplasia (TD), a skeletal dysplasia 
that cause serious respiratory problems at birth and is often 
lethal, and achondroplasia (ACH), which causes stunted growth 
and other complications throughout life. Several experimental 
treatments have been considered, but none are commercially 
available.

The need for new drug compounds that can combat skeletal 
dysplasia has led the Noriyuki Tsumaki group at CiRA, Kyoto 
University, to consider iPS cell technology. In a joint study 
with Associate Professor Hideaki Sawai of Hyogo College of 
Medicine and Team Leader Shiro Ikegawa of RIKEN, Professor 
Tsumaki’s team screened molecules based on their ability to 
rescue TD-iPSCs from degraded cartilage. Molecules known to 
affect FGFR3 signaling and/or the metabolism of chondrocytes, 
the cells responsible for growing cartilage, were identified 
as good candidates. More importantly, so too were statins, a 
class of drugs renown for their action against cholesterol and 
investigated because they have anabolic and protective effects 
on chondrocytes.

The authors used iPS cells generated from the fibroblasts 
of both healthy individuals (WT-iPSC) and TD patients (TD-
iPSC). Chondrocytes differentiated from TD-iPSC produced 
less cartilage than those from WT-iPSC and also had a lower 
proliferation rate and greater apoptosis, properties that were 
attributed to a gain of function by the mutated FGFR3. Adding 
statin recovered the cartilage formation in TD-iPSC and increased 
the proliferation rate. Coincidently, the group observed increased 
expressions of SOX9, a chondrocytic transcription factor, and of 
COL2A1 and ACAN, two cartilage extracellular components, all 
of which are down-regulated in TD patients. Moreover, statin 
treatment was found to accelerate the degradation of the FGFR3 
protein in chondrogenically differentiated TD-iPSC, a process 
inhibited in TD cases.

Following the success of treating TD in vitro, the investigators 
then examined whether similar positive effects could be made 
against ACH. Cultured ACH-iPS cells showed promise, so 
the team observed statin treatment on transgenic mice that 
had the FGFR3 mutation and ACH symptoms, including short 
bones. Sacrifice at 15 days showed that daily intraperitoneal 
injections of statin into these mice recovered bone length 
(figure 1). Furthermore, organ cultured cartilage from ACH 
mice treated with statin resulted in increased expression of the 
aforementioned three genes and also in Runx2 and Col10a1, 
which indicated that statin stimulated both the differentiation 
and maturation of ACH mouse chondrocytes. The authors also 
discovered that statin stimulated the degradation of FGFR3 in 
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mice by targeting the proteasomal pathway, offering new insight 
on the mechanism of action.

Because statins have been long used to treat hyperlipidemia 
and heart disease in adults, there already exists exhaustive 
information about their appropriate dose and dosage. Therefore, 
the application of statins to TD and ACH to the clinic should be 
accelerated relative to normal drug development.

CiRA Director and Professor Shinya Yamanaka, the pioneer 
of iPSC technology said, “This study is an important research 
result, as it demonstrates that patient-specific iPSCs can be an 
effective tool for drug repositioning. I hope this approach will be 
a model to help us find new cures for other intractable disease.”

Ultrasound Enhancement Provides
Clarity to Damaged Tendons, Ligaments

The potential was hidden in plain sight, pretty much since 
the beginning of medical ultrasound. But it took an expert 
in earthquake waves to unearth the idea that sound waves 
reflected from human bodies could reveal not only their internal 
shape, but also their condition. 

Earthquakes create waves in the earth that are interpreted 
with seismographs. Medical ultrasound devices make high-
frequency waves, and then construct a picture of hidden 
structures from the echoes.  

Ultrasound is a safe, affordable and noninvasive way to see 
internal structures, including the developing fetus. Ultrasound 
can also “see” other soft tissue — including tendons, which 
attach muscles to bone, and ligaments, which attach bone to 
bone.  

Ray Vanderby, a professor of biomedical engineering and 
orthopedics and rehabilitation at the University of Wisconsin-
Madison, is commercializing an ultrasound method to analyze 
the condition of soft tissue.

About 10 years ago, his PhD student Hirohito Kobayashi, 
familiar with seismology and earthquakes, “had an analytical 
insight into the way waves propagate,” Vanderby says. “I work 
in orthopedics, so we developed equations that describe the 
physics of sound waves in living tissue.”

Vanderby has patented the resulting processes through the 
Wisconsin Alumni Research Foundation, which has licensed 
the technology to Echometrix, a startup that Vanderby and 
Kobayashi began in 2007.  

The Echometrix software begins where the ultrasound 
machine leaves off: by interpreting the image that is the 
machine’s output. “We can put this software on a laptop and 
use images from any ultrasound instrument,” says Vanderby. 

Conventional ultrasound machines analyze waves that 
have bounced off a boundary in the body, Vanderby explains. 
But while ultrasound operators sometimes stretch tissue to get 
a better picture, the importance of that tactic was not always 
fully understood. The stretching phenomenon reveals that the 
intensity of the waves is affected by the condition of the soft 
tissue. “Waves travel faster in stiff material than in soft material,” 
Vanderby says, “and the amount of waves that bounce back 
depends on stiffness, so it was clear that reflected sound was 
telling us about the stiffness of material.” 

In tendons and ligaments, he says, stiffness changes 
depending on whether the tissue is intact, damaged or healing. 
“We can measure from the ultrasound image how physically 
compromised it is.”

Sabrina Brounts, a clinical associate professor of surgical 
sciences at the UW-Madison School of Veterinary Medicine, 
is using the Echometrix technology to study tendon injuries in 
racehorses.  

In 2012, the software was approved by the FDA, Vanderby 
says, and it is being used in human studies to monitor treatment 
of injuries to hand tendons, the Achilles tendon and the plantar 
fascia in the foot. “In plantar fasciitis, it’s hard to tell whether 
a treatment is helping,” says Vanderby. By producing images 
that immediately map and quantify damage, he hopes the 
Echometrix software can measure the pace of healing and 
identify the best therapies.

But ligaments and tendons — the meat and potatoes of 
sports injuries — are not the only applications. “We believe any 
stressed soft tissue could have the same physical behavior,” 
Vanderby says, “so we could use this same technology to detect 
a change, for example, in tumors or in atherosclerosis, where 
stiffness indicates degradation of the blood vessel.”

Although magnetic resonance equipment can also image 
soft tissue, “it’s very expensive, it takes longer and the patient 
has to be constrained,” says Vanderby. “Ultrasound can be 
used in a dynamic fashion; you can see how it behaves when 
the tissue is loaded. It’s cheap and it can be done at the point 
of care.”


