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DIAGNOSTICS EXTRA

Industry-physician transparency issue 
muddies waters for CME in Europe
By John Brosky, Europe Editor

BRUSSELS, Belgium — Are ski trips to Switzerland for 
surgeons part of continuing medical education?

“Not anymore,” said Michel Onuscheck, president Europe 
for Boston Scientific (Natick, Massachusetts). 

The increasing militancy for transparency in industry-
physician relations reached a peak in Europe last year 
when France enacted its Sunshine Act requiring immediate 
and retroactive disclosure of relationships with healthcare 
professionals.

During a panel session at the MedTech Forum focused on 

Canaan Partners raises $675M for 
Fund X after a banner year of exits
By Amanda Pedersen, Senior Staff Writer

After a banner year with a dozen liquidity events, including 
a handful of exits in the life sciences, Canaan Partners (Menlo 
Park, California) said it has raised $675 million in commitments 
for its latest fund, Fund X. The multi-billion venture capital firm 
said the new fund brings the total capital under management to 
more than $4.2 billion.

Wende Hutton, a general partner at the firm, told Medical 
Device Daily that this fund will largely reflect the same strategy 
Canaan has pursued since 2005, with two-thirds dedicated to IT 
and one-third to healthcare. She also said the firm will continue 

AMA wary of meaningful use; critic 
says Dallas Ebola event preventable
By Mark McCarty, Washington Editor

The American Medical Association (AMA; Chicago) 
has penned a letter to the Office of the National Coordinator 
recommending several moves designed to ease medical practice 
into the information age, but there are critics of the AMA’s plea, 
including Bill Bria, chief medical information officer at HCI 
Group (Jacksonville, Florida). Bria told Medical Device Daily 
that physicians are reluctant for a number of reasons to go fully 
electronic, but he also alleged that the “communication among 
the different parts of the system . . . broke down” in Dallas when 
Thomas Duncan, the first confirmed diagnosis of Ebola in the 

iTraumaCare receives FDA clearance
for additional iTClamp indication
By Omar Ford, Staff Writer

For 20 years Dennis Filips served as a trauma surgeon in 
the Canadian military. During this time Filips would often think 
about ways to stop or restrict bleeding in patients that were 
wounded. His idea about designing a potential device to control 
bleeding  picked up even more steam after he retired from the 
military and worked closely with medics and first responders on 
the field.

The result of his idea blossomed into an early stage start-
up iTraumaCare (San Antonio), which was incorporated in 
2010 and its primary product the iTClamp Hemorrhage Control 
System, which received initial clearance from the FDA back in 
May of 2013. 

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Boston%20Scientific


FRIDAY, OCTOBER 17 , 2014 MEDICAL DEVICE DAILY™  PAGE 2 OF 9

MEDICAL DEVICE DAILY
Medical Device Daily™ (ISSN# 1541-0617) is published every business day by 

Thomson Reuters, 115 Perimeter Center Place, Suite 1100, Atlanta, GA 30346 

U.S.A. Opinions expressed are not necessarily those of this publication.  

Mention of products or services does not constitute endorsement. All Rights 

Reserved. No part of this publication may be reproduced without the  written 

 consent of Thomson Reuters (GST Registration Number R128870672).

CONTACT US

medicaldevicedaily.newsdesk@medicaldevicedaily.com

Donald R. Johnston, (770) 810 3118 // Holland Johnson, (770) 810-3122 // 

Amanda Pedersen, (912) 660-2282 // Omar Ford, (770) 810-3125 // Robert 

Kimball, (770) 810-3127 // Mark McCarty, (703) 361-2519 // Sarah Cross, 

(770) 810-3138// Penney Holland (770) 810-3047 // Tracie Webb, (770) 810-

3130

OUR NEWSROOM 

Holland Johnson (Executive Editor), Robert Kimball (Senior Production Editor), 

Mark McCarty (Washington Editor), Omar Ford & Amanda Pedersen (Staff Writers) 

PRACTICAL INFORMATION

For Sales Inquiries: http://ip-science.interest.thomsonreuters.com/Bio-

world_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.  

For ad rates and information, please contact Tyler Beatty toll free at (855) 

260-5607;  outside the U.S. and Canada, call (646) 822-4549 or by email at 

tyler.beatty@thomsonreuters.com. 

For photocopy rights or reprints, please contact Tyler Beatty toll free at (855) 

260-5607;  outside the U.S. and Canada, call (646) 822-4549 or by email at 

tyler.beatty@thomsonreuters.com.

Send all press releases and related information to  

medicaldevicedaily.newsdesk@medicaldevicedaily.com.

BUSINESS OFFICE 

Donald R. Johnston (Senior Director), Sarah Cross (Marketing Director), 

Penney Holland (Web Production Manager), Tracie Webb (Customer Service 

Manager)

RESTRUCTURING

Agilent reports plans to exit the 
nuclear magnetic resonance space 
Staff Report

Agilent Technologies (Santa Clara, California) reported its 
plans to exit the nuclear magnetic resonance (NMR) business. 
Agilent entered the NMR business in 2010, with the acquisition 
of Varian. Since then, the business has not met growth and 
profitability objectives.

“Today’s announcement represents a difficult decision 
necessary to drive improved profitability,” said Mike McMullen, 
president/CEO, and CEO-elect. “The NMR team has been 
extremely dedicated and has made many excellent contributions. 
However, this action is a step in ensuring that our investments 
are placed on higher-value life sciences, applied markets and 
diagnostics solutions that will continue to drive growth across 
the company.”

Agilent will stop taking new NMR system orders immediately, 
but the company will continue to meet customer commitments 
for orders in progress and for ongoing support contracts. Agilent 
will continue to provide service on all installed NMR systems.

The company expects that this decision will eliminate about 
300 jobs, mostly within the next 12 months. The majority of the 
affected positions are located in Yarnton, UK, and Santa Clara, 
California.

The announcement is part of Agilent’s strategy to address 
the business shortfalls of its Research Products Division. In 
early 2013 Agilent announced its exit of the OEM and Specialty 
Magnet business and later the MRI business to focus resources 
on the core NMR portfolio. Despite these adjustments, the NMR 
business has continued to fall short of growth and profitability 
objectives.

To cover the cost of exiting this business, Agilent will take 
an approximate $72 million restructuring charge in the fourth 
quarter. It expects a $20 million to $30 million decline in 
revenues in fiscal year 2015 due to the NMR business closure, 
but a positive impact of about $10 million in operating profit in 
FY15.

For 4Q14, Agilent anticipates non-GAAP earnings per 
share of $0.87 to $0.91, and projects revenues to be negatively 
affected by currency at about $13 million, and lower NMR-related 
revenues by about $12 million. //

Sign up for our free, weekly  
e-mail blog, Perspectives, commenting 

on today’s med-tech.

Go to www.MedicalDeviceDaily.com and sign up. 
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WORLD IN REVIEW 

Barco releases Coronis 
Uniti diagnostic display
Staff Report 

Healthcare visualization company Barco (Kortrijk, Belgium) 
reported the release of Coronis Uniti, the first diagnostic display 
explicitly designed for both PACS and breast imaging. With its 
unparalleled image quality, inventive productivity features, 
and commitment to ergonomics, Coronis Uniti is Barco’s latest 
response to specific challenges in modern radiology: increasing 
image volumes, growing complexity, and ergonomic stress.

“With nearly 30 years of experience in healthcare imaging, 
we understand the radiology market and the challenges the 
industry is facing today. It’s this experience that led to the 
development of Coronis UnitiTM, a diagnostic display system 
that unifies the workflow for radiologists,” said Lynda Domogalla, 
VP of product marketing for Barco’s Healthcare division.

The features of the new Coronis Uniti display reflect Barco’s 
commitment to improve reading performance. By supporting 
both PACS and breast imaging, calibrated color and grayscale, 
2-D and 3-D, and static as well as dynamic images, Coronis Uniti 
eliminates the need for multi-head display setups or moving to 
another workstation, thus increasing workflow efficiency while 
saving costs. Focused on driving productivity, Coronis Uniti 
is loaded with ingenious features that improve the reading 
experience. These include RapidFrame technology to ensure 
crisp and in-focus moving images and an innovative multi-touch 
pad for fast application control.

The 12MP color screen offers the highest resolution available 
on the medical imaging market today, the company claims. 
Furthermore, to meet the DICOM standard for grayscale images 
and to guarantee consistent color, the display is equipped with 
Barco’s industry-changing SteadyColor calibration technology. 
Additional special features such as Color Per Pixel Uniformity to 
reduce screen noise and Ambient Light Compensation ensure 
that image quality is flawless, in any lighting environment. The 
MediCal QAWeb software for automated calibration and Quality 
Assurance guarantees top performance without interruptions.

To reduce eye fatigue, the SoftGlow wall light adds ambient 
light to the reading room, while the SoftGlow task light shines a 
light on papers and film folders. Barco’s Optical Glass technology 
is also incorporated into the display, which reduces reflections 
and enhances image sharpness for greater viewing comfort. 
Additionally, Coronis Uniti can be turned into a virtual lightbox 
to compare film-based priors – using a handy film clip – with 
current digital exams.

“With advances in image quality, productivity, and 
ergonomics, Barco is convinced that the Coronis Uniti display 
system will change the radiology reading room,” said Lynda 
Domogalla. “By simplifying and standardizing the image 
reading technology platform, it becomes easier to manage and 

control the entire display network. Furthermore, by replacing 
the multiple-head display setup, Coronis Uniti offers unique 
opportunities to reduce display cost, real estate, and operational 
expenditure. In short, this is a one-time investment that will last 
a lifetime.”

Thermo Fisher gets CE-IVD for Ion PGM Dx 
Thermo Fisher Scientific (Carlsbad, California) reported 

CE-IVD registration of its new Ion PGM Dx System for sale in 
European countries. The Ion PGM Dx System was developed 
using the proven Ion Torrent next generation sequencing (NGS) 
technology, currently used to produce hundreds of thousands 
of tests in clinical research laboratories each year to uncover 
meaningful genetic information for a range of human conditions.

“The CE-IVD registration of the Ion PGM Dx System will 
enable European clinical laboratories to more easily develop and 
implement new next-generation sequencing diagnostic assays 
in accordance with the European Directive on In Vitro Diagnostic 
Medical Devices,” said Mark Stevenson, president of life sciences 
solutions at Thermo Fisher Scientific. “Providing accurate and 
reliable genetic variant analysis with as little as 10ng of sample 
DNA, and with the rapid turnaround times required in clinical 
settings, we anticipate the Ion PGM Dx will bring many benefits 
to the European clinical and diagnostic communities.”

The Ion PGM Dx system was validated using a number of 
challenging germline variants with library kits based on the 
trusted Ion AmpliSeq technology. To support the accuracy and 
reproducibility performance requirements of clinical laboratories, 
the complete Ion PGM Dx System includes the instruments, GMP 
reagents, and software controls necessary to establish high-
performing next-generation clinical sequencing workflows.

Lombard completes EVAR case of Aorfix in Australia
Lombard Medical (Irvine, California), a device company 

focused on Endovascular Aneurysm Repair (EVAR) of abdominal 
aortic aneurysms (AAAs), reported the completion of the first two 
EVAR cases performed in New Zealand using its product, Aorfix, 
an endovascular stent graft for AAA repair. Aorfix is approved 
for the treatment of patients with aortic neck angulations up 
to 90 degrees, often a feature of complicated AAA anatomies. 
Lombard expanded its commercial footprint in the Asia-Pacific 
region following the launch of Aorfix in Japan in September. 
Aorfix is an endovascular stent graft system for treating infra-
renal aortic and aorto-iliac aneurysms. When placed within the 
aneurysm, Aorfix creates an internal bypass of the aneurysm to 
reduce the risk of rupture. 

Nanobiotix to start registration of 
trial of sarcoma patients

Nanobiotix (Paris), a clinical-stage nanomedicine company 
pioneering novel approaches for the local treatment of cancer, 
has received approval from the French National Security Agency 
for Medicines and Health Products (ANSM) to start its Phase II/

See World, page 5
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HIT BITS

BRIEFLY NOTED 

AGREEMENTS/CONTRACTS

Ariosa to cover Affymetrix arrays
and instruments as part of NIPT
Staff Report 

Affymetrix (Santa Clara, California) and Ariosa 
Diagnostics (San Jose, California) reported the signing of a 
multi-year supply agreement covering Affymetrix arrays and 
instruments to be utilized as part of Ariosa’s Harmony Non-
Invasive Prenatal Test (NIPT). The partnership enables Ariosa 
to pursue the development of a Harmony test kit that will allow 
other laboratories around the world to adopt and perform this 
test. This report follows the recent publication of a study in 
Fetal Diagnosis and Therapy online in which Ariosa’s scientists 
successfully tested and implemented Affymetrix microarrays 
as part of a DNA quantification method for the Harmony test. 
The study demonstrated better performance of Affymetrix 
microarrays in comparison to a next generation sequencing 
approach in regard to shorter turn-around time and improved 
precision in measuring chromosome concentration and fetal 
fraction of cell-free DNA.

Ariosa is a partner in the Affymetrix’s Powered by Affymetrix 
Program. “Our array and assay technologies are foundational 
genomic tools in reproductive health and oncology applications. 
Our partners are providing innovative solutions for unmet needs 
in these critical areas,” said Frank Witney, president/CEO of 
Affymetrix. “We are pleased to work with Ariosa to supply 
arrays and instrumentation in support of their global business 
strategy.”

The Harmony prenatal test is a non-invasive blood test for 
pregnant women that can be used as early as 10 weeks into 
pregnancy. By evaluating cell-free DNA found in maternal blood, 
the test can assess the risk of Trisomy 21 (Down syndrome) in 
the fetus. It has been validated with the largest clinical data 
set in the prenatal cell-free DNA space, making it the most 
broadly studied cell-free DNA test. It is available in more than 
90 countries and has been used to guide clinical care in over 
350,000 pregnancies worldwide.

Ariosa Diagnostics is a molecular diagnostics company 
committed to improving overall patient care by developing 
and delivering innovative, affordable, and widely-accessible 
testing. Tests are fully validated by rigorous and comprehensive 
methodologies, to ensure healthcare practitioners and patients 
can be confident in the test’s performance. //

DNAnexus to provide data platform 
to Regeneron Genetics Center
Staff Report

DNAnexus (Mountain View, California) said that its cloud-
based genome informatics and data management platform 
is powering genomic collaborations between the Regeneron 
Genetics Center (RGC; Tarrytown, New York) and other 
healthcare providers. 

DNAnexus provides the technology backbone that enables 
various RGC research partnerships through the sharing and 
management of data and tools around large volumes of 
sequencing data. In one major collaboration, the RGC plans to 
sequence over 100,000 de-identified DNA samples obtained 
from Geisinger Health System and provide the data to Geisinger. 
Via the cloud-based genome center, the RGC will integrate the 
resulting genomic data with corresponding de-identified clinical 
information, also provided by Geisinger, to guide drug discovery.

“Our collaboration with DNAnexus has been crucial in 
enabling the RGC to build the first large-scale genome sequencing 
center using entirely cloud-based genome informatics and data 
management. This allows seamless and secure interactions 
with our collaborators, like Geisinger, and has been essential 
in bringing the RGC online and rapidly scaling-up to more than 
1,000 exomes sequenced per week,” said Jeffrey Reid, head of 
genome informatics at the RGC.

Next-generation sequencing technologies – such as those 
employed by the RGC – have reduced the cost and increased the 

speed of DNA sequencing to the point where genome informatics is 
often the bottleneck. To address this issue, the DNAnexus platform 
allows the RGC to analyze a massive volume of raw sequencing 
data rapidly and economically, enabling the processing of samples 
from more than 1,000 patients per week and the sharing of data 
easily and safely with the respective collaborators. The platform 
also provides a secure environment where genetic data can be 
combined with de-identified clinical data, paving the way for novel 
scientific insights. // 

Quest to create jobs in the Tampa area
Quest Diagnostics (Madison, New Jersey) is planning 

to create up to 350 jobs over the next few months at a newly 
opened national logistics hub in Tampa, Florida. 

The project – roughly double the number of jobs that 
Sunchine State officials initially expected – marks a major coup 
in an ongoing drive to make the Tampa Bay area, in particular 
Hillsborough County, a cluster for higher-paying jobs in life 
sciences.

Quest, a major provider of medical testing services, is 
investing $9.3 million in the new Tampa operation.

The company will use the 48,000-square-foot Tampa 
facility to monitor both air and ground operations for its 
transportation fleet 24 hours a day, seven days a week. Using 
18 control stations and a 250-square-foot digital display, 
workers in Tampa will be able to track the shipment of patient 
specimens from one of Quest’s 2,200 patient service centers 
and other patient locations in the U.S. to one of its clinical 
laboratories for testing.
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to focus primarily on early and seed-stage startups. 
“We invest to an M&A or an IPO exit, we’re prepared to 

follow a company all the way through,” Hutton said. “In terms 
of our medical device strategy, we focus on large market 
opportunities where there’s still an unmet clinical need. We are 
very interested in areas where we can avoid some of the risks 
around reimbursement ... clinical areas where reimbursement 
already exists or there’s a large patient-pay component, areas 
like dermatology or ophthalmology.”

In the past year the firm has seen 12 exits, including 10 
M&As and two IPOs, which Hutton said were broad based across 
ecommerce, big data, cloud-based software, biopharmaceuticals, 
and medical devices.

In med-tech, Canaan’s most recent exit was AtheroMed (Menlo 
Park, California), which was acquired earlier this year by Volcano (San 
Diego) for $115 million at closing. AtheroMed developed the Phoenix 
atherectomy system used in the treatment of peripheral artery disease 
(PAD). The Phoenix, which received FDA 510(k) clearance in January 
and has a CE Mark, enables physicians to treat PAD with a low profile 
peripheral atherectomy catheter that continuously removes diseased 
material as it is debulked. The device has reimbursement in the U.S. 
and select countries in Europe.

“Where we really see some interesting things related to 
devices is convergent deals,” Hutton said. For example, Civitas 
Therapeutics (Chelsea, Massachusetts), a biopharmaceutical 
company that was recently acquired, developed a breath-
actuated inhaler. The company’s lead program is being 
developed for Parkinson’s disease and Hutton said the product 
is expected to have a dramatic quality-of-life impact for patients 
with the disease. In September, Acorda Therapeutics (Ardsley, 
New York) agreed to acquire Civitas for $525 million, ending 
its previous plans to go public. Civitas had said in an earlier 
regulatory filing that it was seeking to raise $80 million in an 
IPO to fund the third phase of clinical trials for its CVT-301.

“That’s an area where we’ll continue to mine, interesting 
convergence deals of a drug-device combination where we can 
take drugs with known mechanisms, known efficacy and safety, 
and repurpose them to have an impact,” Hutton said.

Digital health is another area of interest, she added, 
particularly with applications that have close ties to pharmaceutical 
and medical device companies, or that address compliance issues 
with existing drugs or medical devices. “That’s an area where we 
feel we have a real unique insight,” Hutton said. 

Through Fund X, Canaan Partners said it will continue 
to invest in biopharmaceutical, med-tech and Healthcare 
IT companies, particularly those addressing healthcare 
infrastructure.

Hutton also noted that Canaan has a track record of success 
in funding female entrepreneurs. She said that 12 of the firm’s 

portfolio companies have female CEOs, 22 portfolio companies 
were co-founded by women, and the firm itself has six female 
investment professionals. “This is a much higher share than in 
the VC industry as a whole, where only 7% of investments go to 
female entrepreneurs,” she said.

In other financing news: MID Labs (San Leandro, California), 
a medical device company currently focused on developing 
products for vitreoretinal surgery, reported the closing of 
$51 million financing. This investment is led by OrbiMed and 
Frontline BioVentures. Other investors include Softbank China 
Venture Capital, Allen Chao, Sungent BioVenture.

“MID Labs is well positioned to leverage its technology 
leadership in vitrectors and broaden its product lines and 
commercialization capabilities on a global basis,” said Kai 
Chen, CEO of MID Labs. “In addition, we plan to use some of the 
proceeds from this financing to expand our development and 
production capacity both in the U.S. and China.”

“We look forward to working with MID Labs team to realize 
its potential of innovation capability, efficient manufacturing, 
and expansion in China,” said David Wang, senior managing 
director at OrbiMed.

MID Labs was founded by Carl Wang in 1981 and has been 
associated with vitreoretinal surgery from its infancy. Not only 
has MID Labs invented the tools for modern vitrectomy, but 
as a company, it has been instrumental in revolutionizing the 
ophthalmic field through its products. MID Labs continues 
to innovate with the MID Labs branded product line which is 
supplied to more than 30 countries around the world. These 
products set the standard for precision, performance and 
quality. In addition, MID Labs serves its corporate customers 
with products and contract manufacturing services. //

III registration trial of its lead product, NBTXR3, in patients with 
locally advanced Soft Tissue Sarcoma (STS).

Patients with locally advanced STS have very limited 
therapeutic options. Today, a standard treatment of care before 
surgery is radiotherapy aiming to reduce the tumor volume. 
Thereafter surgery is still required to remove the tumor. Despite 
radiotherapy, a considerable proportion of patients with advanced 
tumors find these cannot be resected in their entirety. The 
remaining tumor mass promotes the further development of the 
disease resulting in a poor prognosis for the patient. NBTXR3 has 
the potential to provide a significant clinical benefit by improving 
radiotherapy efficacy, destroying locally advanced tumors more 
efficiently and to improve the quality of surgery enabling a more 
complete removal of the tumor. This pivotal trial is expected to be 
the final step before registration in Europe (CE mark) and should 
be completed towards the end of 2016. In the Asia-Pacific region, 
as announced recently, PharmaEngine intends to participate in this 
pivotal study by opening clinical sites in several countries. //

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/AtheroMed
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Forum
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the future of continuing medical education (CME) for European 
physicians Onuscheck told participants, “I went back and asked 
my organization to put a price tag on the French transparency 
law and learned it was $250,000 to build it.”

“Is the French Sunshine Act the right answer for Europe?” he 
asked fellow panelists. “I can tell you what is not the right answer. 
That is 27 different transparency systems across Europe.”

The president of the European Diagnostics Manufacturers 
Association (EDMA; Brussels), Jürgen Schulze is also the CEO 
of Sysmex Europe (Hamburg, Germany). “We are a smaller 
company, yet we needed a new fulltime employee just to be sure 
we are in compliance with the new transparency laws.” he told 
Medical Device Daily. 

This transparency brings to light the funding by med-tech 
companies historically have paid the expenses for European 
physicians to attend medical congresses, not only for active 
participation as a presenters, but as passive participants as well.

“I believe doctors perceive their interaction with industry as 
seen by the public needs attention, if not repair,” said William 
Wijns, a panelist for the CME session and the former president 
of the European Association for Percutaneous Coronary 
Intervention (EAPCI)

At the opening of the forum, a bold statement was issued 
by two industry associations calling for “the phase out of direct 
sponsorship of healthcare professionals to third-party organized 
conferences and the implementation of more stringent guidance 
for indirect sponsorship.”

The executive committee of EDMA and the board of the 
European Medical Technology Industry Association (Eucomed; 
Brussels) jointly stated that stricter self-regulation measures for 
indirect sponsorship activities are currently being developed 
by industry working groups through their joint organization 
MedTech Europe (Brussels).

The CEO of all three organizations, Serge Bernasconi told 
MDD, “We have opened the debate. What we are recommending 
raises significant issues that will affect the way continuing 
medical education in Europe has been organized.

“We are giving ourselves three years to work this out,” he 
said. 

The recommendations are among a bundle of fresh 
measures aimed at shaping a joint EDMA and Eucomed MedTech 
Europe Code of Ethical Business Practice that will be proposed 
for adoption in November 2015.

Deloitte Consulting reported that while the U.S. 
pharmaceutical and med-tech manufacturers have been dealing 
with transparency laws for some time, the French law and similar 
legislation in other countries is a rapidly expanding movement in 
Europe. 

Deloitte estimates that next year, 70% of pharmaceutical 

sales will be generated in countries which have healthcare 
provider (HCP) transparency regulations in place.

“European med-tech companies are feeling the backwash 
from the anti-pharma, pro-transparency action,” said Steven 
Bridges, Head of Rohde Public Policy office in Brussels.

Taking up the issues of industry support for medical 
congresses, the panelists in the CME session explored the 
impact of the changes and possible models for moving forward 
with industry partners. 

Wijns is an active member of the executive group that 
organizes and programs the annual EuroPCR congress that 
attracts 18,000 interventional cardiologists.

“We are meeting about device-based therapies, so a close 
interaction with industry is essential. But we also need to remain 
independent,” he said. He said he is comfortable with the hands-
off model developed for the congress where industry support is 
actively solicited but then channeled through what he called the 
“organizing body that is concerned with the business aspects,” 
leaving the scientific programming committee independent.

The European Cancer Organization (ECCO; Brussels), a 
pharma-oriented event attracting 20,000 oncologists, currently 
sees 40% of participants expenses paid by the pharmaceutical 
companies, according to the head of the organization, Michel 
Ballieu. This rate is down from 70% just five years ago, but there 
were only 14,000 participants at that time, he said.

Asked who was paying for the other 60% by the panel 
moderator, he said “some of them pay out of their pocket, others 
are supported by their own institution. How the institution 
is funding the support is the question and where it is difficult 
to get an answer. Is it an education budget they had that they 
were not spending? Or are they indirectly supported by the 
pharmaceutical industry?” //
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Beltway
Continued from page 1

U.S., was initially seen by healthcare providers.
The Oct. 14 AMA letter to ONC and the Centers for Medicare 

& Medicaid Services said that physician adoption of healthcare 
IT and electronic health records (EHRs) “has progressed 
considerably” since the inception of the meaningful use program 
in 2009, but that “we are at a critical crossroads” at which point 
a critical assessment is called for “before moving ahead to stage 
3 of the program.”

Among the AMA recommendations is that government 
“remove the existing program’s all-or-nothing approach” 
to participation by adopting a 50% threshold for achieving 
benchmarks for evading the imposition of financial penalties, and 
a 75% set point for incentive payments. AHA also recommended 
that ONC and CMS rewrite the program “to focus exclusively 
on” interoperability, quality measures reporting, and privacy/
security issues.

AMA argued that the hoped-for benefits of HER 
use have not emerged, citing a number of studies that 
were either equivocal as to any benefit or indicated only 
a slight benefit to outcomes. Among these is a study 
financed by ONC and conducted by the Rand Corporation 
(Santa Monica, California), which AMA said “found mixed 
results concerning the impact of health IT on outcomes” 
in ambulatory settings. Another point of interest for AMA 
was the cost of HIT systems, which according to an article 
in Health Affairs incurred an average loss of more than 
$43,000 over five years, typically the time a physician 
practice expects to amortize the cost of such systems.

Bria, who is also the chairman of the advisory board for 
the Association of Medical Directors of Information Systems 
(Lake Almanor, California) said the emphasis on interoperability 
is perhaps the wrong focus. He stated that a technologist’s 
understanding of interoperability is important, but added, “the 
problem is integration of information systems into the practice 
of medicine.”

“The emphasis on the technology is the wrong 
emphasis. The emphasis on workflow and how people 
exchange information effectively . . . and improve overall 
care, that’s the issue,” Bria said. He made the case that 
the Ebola predicament in Dallas is “an opportunity without 
parallel” in that it highlights how HIT could have captured 
data on Duncan’s situation and prevented any further 
exposure of others.

“They had an excellent EHR fully implemented,” Bria said 
of the healthcare system that cared for Duncan, adding that the 
providers had all the requisite information, but “communication 
among the different parts of the system and the care process 
broke down.” However, he remarked, “that’s nothing unique to 
them.”

Interoperability is “a component of a larger issue,” Bria 
said, but the general point is to forge a usable integrated 
information environment. As matters stand, providers 
often “have to go to different screens and even different 
computers” to access all the software used in clinical care, 
and this fractured IT scenario is “a guaranteed disaster in the 
making,” he said.

Other provider systems may believe their installations 
are foolproof, Bria said, but he predicted, “sooner or later, 
the problem that happened in Dallas will happen in their 
environment,” too.

Bria said it is understandable that the healthcare 
economy hasn’t jumped feet first into the Information 
Age, but he remarked, “there’s an opportunity with this 
event that should give us pause to go back and say we 
couldn’t do everything we needed to do at one time . . . but 
we’re getting bogged down in stage 2.” Regarding AMA’s 
proposal to allow unlicensed providers to input data into 
HIT systems, Bria said, “if we abrogate that to someone who 
has no clue” about the disease and appropriate diagnosis 
and treatment, the potential for problems goes beyond the 
potential for entry of bad information.

“The disconnect gives me great pause because it looks like 
a solution [to the physician time crunch] at first blush,” he said, 
but Bria asserted that these systems “need a clinician to be 
intimately aware of it to use it properly.”

AMA was unable to comment for the record. The Healthcare 
Information Management Systems Society (Chicago) declined 
to comment.

OIG eyes safe harbor, anti-kickback rules
The Office of the Inspector General at the Department of 

Health and Human Services announced in the Oct. 3 Federal 
Register that it is issuing a proposed rule dealing with safe harbor 
and anti-kickback rules, some of which addresses technical 
corrections. One of these is a technical correction for fees paid 
for referral services, which would henceforth be applicable to all 
federal healthcare programs.

Other features of the proposed rule deal with ambulance 
providers and pharmacies operating under Medicare Part D. 
Interested parties have until Dec. 2 to comment.

SCOTUS passes on Mirowski suit
The Supreme Court of the United States (SCOTUS) has 

passed on a chance to hear the Mirowski patent lawsuit between 
Medtronic (Minneapolis) and Boston Scientific (Natick, 
Massachusetts).

The lawsuit revolved in large part around the question 
of which party is on the hook for demonstrating (non)
infringement when the two parties have signed a licensing 
agreement. The Court of Appeals for the Federal Circuit held 
that Medtronic was liable for proving non-infringement, but 
had to reconsider after SCOTUS ruled in January that CAFC 
had erred. //

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/%22electronic%20health%20records%22
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Medtronic
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Boston%20Scientific


FRIDAY, OCTOBER 17 , 2014 MEDICAL DEVICE DAILY™  PAGE 8 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

iTraumaCare
Continued from page 1

“It’s very simple in how it works,” Filips, told Medical Device 
Daily. “The device gets applied to the wound and you simply 
squeeze it closed over the open wound. It seals the wound 
closed over the area of the bleeding and it forms a pool of blood 
underneath. The pressure of that pool of blood is what stops 
the bleeding. Effectively it replaces what your fingers can do 
in terms of pushing down to hold pressure and control of the 
bleeding. When you’re in a stressful situation, you don’t have any 
fine motor skills. I took the fine motor skills of a surgeon and 
built those motor skills into a simple device that would be easy 
to apply.”

The device recently received an expanded indication to 
include the temporary control of severe bleeding of the neck. 
Previously, the product’s indications for use in the U.S. included 
the extremities (arms and legs), axilla (arm pit), inguinal (groin) 
areas and the scalp.

“This was the FDA giving its okay that we could market it 
for this use,” he said. “Prior to this, there had been both reports 
of off label use of the product for this particular indication on 
the neck as well. Also we had been getting a lot of case reports 
in terms of how effective it has been in other areas in the world 
such as Europe where it had been indicated for use in the [neck].”

He added, “what it really means in terms of trauma in 
general, is that we now have the ability to control bleeding 
from important areas of the body such as the scalp, neck and 
junctional areas where we don’t have very good tools to control 

the bleeding and where bleeding from these areas are often life 
threatening.” 

But has the simple device caught on? Filips seems to think 
so and just last month the company released the news that it 
had closed on 100 accounts in North America.

“We are extremely proud of this significant milestone for our 
company and the continued adoption of the iTClamp in North 
America as well as the global marketplace,” iTraumaCare’s CEO, 
Phil Faris said in a release about the number of accounts. “Our 
product provides an innovative solution to difficult to control 
bleeding in a variety of settings for improving patient care.”

Plans call for the company to seek additional indications for 
the device, but at the moment the firm said that it would prefer 
to keep those potential uses close to its vest.

“It might constitute off label promotion, but I can say that 
the clamp has various uses that we will be working with the 
FDA to get clearance on,” Filips told MDD. “We certainly do 
have a vision of this being a technology platform with follow on 
products that will have additional indications on what the device 
currently has. Much of this comes from feedback from users that 
are currently using the product.”

Other plans call for Filips to go back to his roots and seek 
adoption of the device in the military.

“We’re working with members of the military to educate 
them about the use of the device and we’re working with 
key members of the military that recommend this into their 
protocols, so we hope to be able to get this into the hands of 
military personnel for general use,” he said. “This is a device 
that an average solider could apply to himself to stop the 
bleeding of an injury. This is where I see it having its biggest 
impact.” // 
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PEOPLE IN PLACES

PRODUCT BRIEFS

• Strengthening its position as a leader in specialty surgical 
positioning products, AliMed (Dedham, Massachusetts) 
reported the availability of the new SecureFit TPS, Trendelenburg 
Positioning System. The SecureFit TPS is designed to securely 
position patients in all Trendelenburg procedures including 
laproscopic, open and robotic urological and gynecological 
procedures. Hysterectomy, prostatectomy and colectomy 
procedures continue to grow and are expected to exceed one 
million procedures annually. The proprietary design of the 
SecureFit TPS combines a uniquely contoured surface geometry 
to resist sliding and a patient-conforming viscoelastic gel surface 
to redistribute pressure and protect the patient.

• Natus Medical (Pleasanton, California) reported the 
launch of the Vista Ultrasound System. The Vista Ultrasound 
System is the first product in the market to enable the use of 
Ultrasound with an EMG workstation. The Vista Ultrasound 
System adds ultrasound capability to Natus’ market leading 
EDX and UltraPro S100 EMG workstations. The new Vista 
Ultrasound System will be available worldwide. The Vista 
Ultrasound system enables the performance of musculoskeletal 
and abdominal studies allowing the visualization of anatomic 
structures and landmarks useful in the diagnosis of peripheral 
nerve disorders. It is a complementary technology to EMG 
studies performed in the hospital or private practice. Natus is a 
leading provider of healthcare products used for the screening, 
detection, treatment, monitoring and tracking of common 
medical ailments in newborn care, hearing impairment and 
neurological dysfunction.

• Omicia (Oakland, California) reported the availability 
of Opal Clinical, the company’s software solution for 
diagnostic testing organizations. With the cost of next-
generation sequencing rapidly decreasing, the time and 
effort required for interpretation is becoming the rate-
limiting factor to making genomics a reality in the clinic. 
Opal Clinical is a comprehensive solution that addresses 
this bottleneck. With Opal Clinical, hospitals and diagnostic 
labs can launch NGS tests faster and interpret results more 
accurately and quickly.

A scalable Software-as-a-Service (SaaS) solution, 
Opal Clinical was built for the new generation of genomic 
diagnostic tests. Omicia’s comprehensive approach, 
including unique algorithms for interpreting vast amounts 
of NGS data, increases the accuracy and reduces the cost of 
interpretation. Omicia’s Opal Clinical key features include: 
Support for targeted gene panels as well as whole exome or 
genome tests; Complete clinical interpretation workflow to 
speed turnaround time while ensuring comprehensiveness; 
Generation of lab-branded physician-ready clinical reports, 
as well as APIs for integration with LIMS and EHRs; 
Comprehensive variant curation within panels to accelerate 
patient interpretation. 

• Smith & Nephew (London) launched its new EVOS MINI 

Plating System for use in complex fractures of the long bones 
of the arms and legs. Designed specifically for traumatologists, 
this long-bone-specific system includes the variety of mini, 
flat plates and screw sizes necessary to address both fracture 
reduction and short-term fixation while the final, load-
bearing repair is being completed. A growing trend among 
traumatologists involves reducing long bone fractures using 
a mini fragment system designed for either the hand or foot. 
However, because the plates in these traditional systems are 
designed for the more rounded shape of the body’s small bones, 
surgeons often have to modify the plates. Additionally, because 
they are meant to be used on the smaller, thinner bones of the 
hand and foot, the screws designed for these systems are often 
too short to use in larger, dense long bones like the thigh or 
forearm. Organized into a single tray, each EVOS MINI Plating 
System includes three different, color-coded, size modules that 
offer a variety of up to eight low-profile plate geometries. Along 
with the plates, each module also offers the instrumentation 
for implementing the corresponding low-profile screw options 
for cortical, cancellous and osteopenic bone. With sizes up to 
80mm, the system’s screws also offer variable-angle locking 
technology which allows placement of a locking screw up to 
15-degrees off-axis.

• TriVascular Technologies (Santa Rosa, California) said 
that the FDA has approved CustomSeal Technology for the 
Ovation Prime System. With the Ovation Prime endograft 
system, physicians create a customized seal by filling the 
conformable O-rings with the CustomSeal polymer, effectively 
completing the last step of the manufacturing process in vivo. 
The Ovation platform has been used in the successful treatment 
of approximately 5,000 patients worldwide. TriVascular is a 
medical device company developing and commercializing 
technologies to significantly advance minimally invasive 
treatment of abdominal aortic aneurysms. The company makes 
the Ovation Prime Abdominal Stent Graft System, the lowest 
profile FDA-approved EVAR system, which utilizes a novel, 
polymer-based sealing mechanism. TriVascular is based in 
Santa Rosa, California.

• Xagenic (Toronto, Ontario), a molecular diagnostics 
company developing the first lab-free molecular diagnostic 
platform with a 20 minute time-to-result, reported the 
appointment of Timothy Still as president/CEO. Still will 
also serve as a member of Xagenic’s board. Most recently, 
Still served as president/CEO of Accumetrics, where over 
a period of five years he transformed the company into a 
commercially successful point-of-care test manufacturer 
which was ultimately sold to ITC in 2013. Prior to his 
time with Accumetrics, Still was executive VP and chief 
commercial officer at Hemosense, a point-of-care company 
that developed a handheld CLIA Waived device. Hemosense 
was acquired by Inverness Medical (now Alere) in 2007.
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The CDC develops new test for
detection of enterovirus

The Centers for Disease Control and Prevention (CDC; 
Atlanta) has developed and started using a new, faster lab 
test for detecting enterovirus D68 (EV-D68) in specimens from 
people in the U.S. with respiratory illness. This test will allow 
CDC to more rapidly test remaining specimens received from 
states since mid-September.

Every year, enteroviruses and rhinoviruses cause millions of 
respiratory illnesses in children. This year, EV-D68 has been the 
most common type of enterovirus identified, leading to increases 
in illnesses among children and affecting those with asthma 
most severely. Other rhinoviruses and enteroviruses continue to 
be detected as well.

CDC expects, as with other enteroviruses, that EV-D68 
infections will likely begin to decline by late fall. The real-time 
lab results combined with data on hospital admissions will help 
us understand when and where the EV-D68 outbreak is ending. 
CDC has received informal reports from some hospitals and 
states who are seeing signs of decreasing EV-D68 infections. 
CDC is gathering more information from states and assessing 
whether this represents a national trend.

“CDC has received substantially more specimens for 
enterovirus lab testing than usual this year, due to the large 
outbreak of EV-D68 and related hospitalizations,” said Anne 
Schuchat, assistant surgeon general and director of CDC’s 
National Center for Immunization and Respiratory Diseases. 
“When rare or uncommon viruses suddenly begin causing 
severe illness, CDC works quickly to develop diagnostic tests to 
enhance our response and investigations. This new lab test will 
reduce what would normally take several weeks to get results to 
a few days.”

Since the outbreak of EV-D68 began in August, CDC has 
tested 1163 specimens submitted by hospitals and from 45 
states. Of the specimens tested by the CDC lab from Aug. 1 to 
Oct. 10, about half have tested positive for EV-D68. About one 
third have tested positive for a rhinovirus or an enterovirus other 
than EV-D68. The new lab test will allow us to process the 
approximately one-thousand remaining specimens at a much 
faster rate.

Testing for EV-D68 is not used to determine treatment 
for a particular patient. Treatment for patients with EV-D68 is 
supportive therapy, such as oxygen therapy. The outcome of the 
EV-D68 test is to collect surveillance data to help public health 
officials target our responses to the outbreak, not to determine 
the treatment plan for a specific patient. CDC prioritized testing 
for the most severe cases since the outbreak began in August to 
get a better understanding of the disease.

CDC’s new lab test is a “real-time” reverse transcription 
polymerase chain reaction, or rRT-PCR, and it identifies all 
strains of EV-D68 that we have been seeing this summer and 
fall. The new test has fewer and shorter steps than the test that 
CDC and some states were using for the EV-D68 outbreak. Also, 
the new test allows more specimens to be tested at the same 
time. The previous test, which CDC used for about nine years, 
is very sensitive and can be used to detect and identify almost 
all enteroviruses; however, it requires multiple, labor-intensive 
processing steps and cannot be easily scaled up to support 
testing of large numbers of specimens in real time that is needed 
for the current EV-D68 outbreak.

New test can help doctors choose 
best treatment for ovarian cancer

Researchers have devised a new test to help doctors 
diagnose ovarian tumors and choose the most appropriate 
treatment. Successful treatment depends in part on accurately 
identifying the type of tumor, but this can be difficult. As a result, 
many women with cancer are not sent to the right specialist 
surgeon, or those with a benign cyst may have a more serious 
operation than they need.

In a study published today in the British Medical Journal, 
an international team led by Imperial College London and 
University of Leuven - KU Leuven (Belgium) describe a new 
test, called Adnex, which can discriminate between benign and 
malignant tumors, and identify different types of malignant 
tumor, with a high level of accuracy.

The test is based on the patient’s clinical information, 
a simple tumor marker blood test and features that can be 
identified on an ultrasound scan. As well as identifying the type 
of tumor, the test expresses the confidence of the diagnosis as 
a percentage.

Doctors can use the test in a clinical database or by 
entering the patient’s details into a smartphone app, which was 
demonstrated to gynecologists at the International Society for 
Ultrasound in Obstetrics and Gynecology World Congress 
(Barcelona) last month. The authors of the study say doctors 
could start using Adnex straight away.

Professor Tom Bourne, from the department of surgery and 
cancer at Imperial College London, said: “It’s very important to 
get the preoperative diagnosis right. If it isn’t right, the patient 
might have a more extensive operation than they need, for 
example having an ovary removed unnecessarily. If a tumor is 
benign, a woman might not need any treatment at all. If it is 
malignant, you need to know what type of tumor it is to choose 
the best treatment and that treatment needs to be carried out by 
specialist gynecological cancer surgeon.”
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Monitoring heart failure with tiny implant
A new miniaturized, wireless monitoring system, implanted 

in the pulmonary artery, is helping keep patients with severe 
heart failure out of the hospital. Houston Methodist Hospital 
is the first institution in Houston to offer this to heart failure 
patients.

A study of patients with Class III heart failure showed 
the CardioMEMS HF System from St. Jude Medical (St. Paul, 
Minnesota) reduced heart failure hospital admissions by 28% 
six months after the device was implanted and more than 37 
percent at 15 months. Class III heart failure is defined by the 
American Heart Association (Dallas) as patients with cardiac 
disease resulting in marked limitation of physical activity. They 
are comfortable at rest. Less than ordinary activity can cause 
fatigue, palpitation, dyspnea or anginal pain. Nearly 1.5 million 
Americans live with Class III heart failure.

The system, the only heart failure monitoring approved by 
the FDA, features a paper clip-sized sensor that is implanted in 
the pulmonary artery to measure pulmonary artery pressure. 
Increased pressure along with weight and blood pressure 
changes are indications of worsening heart failure. It also allows 
patients to transmit daily sensor readings from their home to 
their physician or nurse allowing for personalized and proactive 
management of their condition.

“The key to keeping heart failure patients out of the hospital 
has been to find an accurate measure of a marker that picks 
up fluid buildup in the body and I believe this system does that 
effectively,” said Arvind Bhimiraj, a cardiologist at the Houston 
Methodist DeBakey Heart & Vascular Center (Houston). “It has 
been well-established in many studies that there is at least a 15 
day gap between the time of fluid accumulation and the patient 
experiencing symptoms. If we can get to patients early, we can 
significantly lessen the chance of hospitalization.”

Leaf Healthcare Wearable Sensor
A clinical trial of unique pressure ulcer prevention technology 

found that a wearable patient sensor from Leaf Healthcare 
(Pleasanton, California) can help medical professionals 
dramatically improve their efforts to prevent the occurrence of 
pressure ulcers, also known as bedsores.

The study showed that use of the device increased 
compliance with hospital turn protocols – a standard of care 
method to prevent pressure ulcers – from a baseline of 64% 
at the start of the trial to 98% after the monitoring system was 
deployed.

Results of the three- month study were presented 
at last week’s prestigious American Nurses Credential 
Center (ANCC; Silver Spring, Maryland) National Magnet 
Conference in Dallas, a gathering of more than 7,000 
nurses and nursing executives that showcases the newest 
advances in nursing quality improvements from the world’s 
best hospitals.

The presentation, titled, “We’re Sensing You! A multi- 
phase clinical trial examining innovative technology to improve 
patient turning compliance,”demonstrated that continuous 
position monitoring helps nursing staff comply with patient turn 
protocols.

These protocols are an important weapon in the healthcare 
industry’s war on pressure ulcers, one of the world’s most 
common and costly medical errors.

“Nurses and hospitals are searching for innovative ways 
to reduce pressure ulcers – which affect more than 2.5 million 
U.S. patients each year and this presentation provides valuable 
insights into how that can be accomplished,” said Mark Smith, 
VP, sales and marketing at Leaf Healthcare. “We are thrilled 
that Leaf technology is so useful in the prevention of this terrible 
condition.”


