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ONCOLOGY EXTRA

Personalized diagnostics space of 
increasing interest to Chinese market
By Kristine Yang, Staff Writer

SUZHOU, China — A recent deal reflects the trend towards 
personalized medicine and companion diagnostics in China.

On September 16, the first commercial personalized 
medicine provider in China, Hangzhou-headquartered Denovo 
Biopharma, disclosed that its San Diego subsidiary had acquired 
the late-stage oncology drug Enzastaurin from pharmaceutical 
multinational Eli Lilly (Indianapolis).

Denovo acquired all the rights of Enzastaurin for the 
development, manufacture and commercialization of the drug. 
The value  of the deal was not disclosed but Denovo’s chief 

MED-TECH 2014 ANNUAL MEETING

Upstate New York has surprisingly 
robust medical technology industry 
By Jeffrey Berg, Contributing Writer

ALBANY, New York — MedTech (Syracuse, New York) is a 
non-profit trade association that was founded in 2004 to support 
the bioscience and medical technology industry in upstate New 
York, a region stretching from Albany to Buffalo. Its mission is to 
develop the relationships, tools, and programs that enable New 
York State companies to bring tomorrow’s medical solutions to 
the healthcare marketplace. MedTech represents the interests of 
more than 100 biomed companies, an industry that contributes 
more than $62 billion in state economic output. MedTech 
celebrated its 10 years of operation with an annual conference.  

Seno completes study enrollment for 
opto-acoustic breast imaging tool
By Amanda Pedersen, Senior Staff Writer

Seno Medical Instruments (San Antonio), a company 
developing opto-acoustic technology as a new tool for 
diagnosing breast cancer, has completed active enrollment of 
subjects in its U.S.-based PIONEER pivotal study of Imagio. The 
study was designed to determine if this technology will provide 
information to the physician to determine if a woman may avoid 
negative biopsies. Data from the study will serve as the basis 
for the company’s premarket approval application (PMA) to the 
FDA, Seno noted.

Seno’s Imagio fuses opto-acoustics, a technology based 
on “light-in and sound-out,” with diagnostic ultrasound. The 
opto-acoustic images provide a unique blood map in and 

AdvaMed and OSMA score in final 
custom medical device guidance
By Mark McCarty, Washington Editor

It’s not just how you say it after all, or so the FDA final 
guidance for custom devices might lead one to believe. The 
agency’s January draft guidance addresses definitions for 
custom devices, including a passage stating that the term 
“device type” would describe “devices with common design 
characteristics and indications/intended use,” such as those that 
fall under a specific regulation or product code. However, two 
trade associations suggested FDA drop this passage because 
the language was too all-encompassing and would limit access 
to patients in dire need of a custom device.
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Smart micropump delivers 
precision in complex therapies
By John Brosky, Europe Editor

PARIS — A consortium of companies clustered around 
Grenoble, France passed a critical milestone by demonstrating 
the manufacturability on a silicon chip of an intelligent 
micropump for injecting medications.

A micro-electro-mechanical system (MEMS) measuring 
10 millimeters square (.39 inch) the pump-on-chip can vary 
the flow of liquids to match a prescribed rate, up to 10 times 
faster than existing pumps. With a sensor integrated during the 
manufacturing, the pump becomes smart  as its mechanical 
action is controlled by an onboard sensor and electronic controls 
to assure safe, measured delivery of a therapy.

In its final form as a product it can be used by patients or 
healthcare staff with little or no training.

Now the search is on for a pharmaceutical partner ready to 
invest a further €10 million ($12.8 million) and the five years of 
clinical trials required to bring the device to market.

“We can’t separate the device from its application with 
a specific medication,” said Quentin Le Masne, who heads 
research and development for Eveon (Grenoble, France), which 
has led the development program.

He said the original project concept targeted insulin 

injections for diabetics, but the final cost of the device is 
prohibitive in such fiercely competitive markets. 

Declining to name the specific companies interested in 
applying the advanced technology for drug delivery, Le Masne 
told Medical Device Daily two potential partners are investigating 
the miniaturized, single-use pump for Alzheimer’s therapy. A 
third company is considering the micropump for combination 
therapies in oncology.

“These are complicated medications where our micropump 
creates an advantage with the rapid injection of a bolus dose in a 
quick administration or around 10 seconds,” he explained.

“Our device can also deliver more slowly, more precisely 
according to specific medical requirements. In the therapeutic 
domains we are exploring, there could well be a need for a 
frequent but variable doses, such as combination treatments in 
oncology,” said Le Masne.

“In areas requiring high-volume, rapid injections the 
micropump brings a high-value added proposition,” he said.

Eveon, which is responsible for bringing the micropump 
to commercialization, sees opportunity in therapies for large 
patient populations.

“We are not looking for niche applications,” said Le Masne. 
“This device is only profitable if we are talking about several 
million units per year. Yet with a therapy requiring several devices 
per day with multiple injections, 1,000 patients could soon reach 
a million units.”

The intelligent micropump is the fruit of a three-year 
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iHealth Lab secures $25 million
in funding from Xiaomi Ventures
Staff Report

iHealth Lab (Mountain View, California) said it has 
secured $25 million in capital from Xiaomi Ventures for its first 
institutional round of funding. The strategic investment will be 
used to continue expanding iHealth’s global reach, accelerate 
growth and innovation, and invest in additional sales and 
marketing resources. As part of the investment, Xiaomi will join 
iHealth’s board, bringing added expertise in the areas of cloud 
infrastructure and ecommerce. 

“This investment and partnership should help to extend our 
global leadership in the mobile health category by providing 
new capabilities to accelerate growth and new user acquisition,” 
said Yi Liu, chairman of Andon Health.  

Launched in the U.S. in 2010 as a subsidiary of Andon Health 
(Nankai, China), iHealth has pioneered the personal mobile health 
revolution with many industry-leading products. In 2011, iHealth 
launched a mobile-app enabled blood pressure device. 

iHealth currently markets their mobile health solutions 
globally with operations in North America, Europe and Asia. 
Millions of consumers utilize iHealth’s devices and proprietary 
mobile apps to lead healthier lives by helping to manage 
conditions like high blood pressure and diabetes. iHealth’s FDA 
approved devices measure, track and share various health vitals, 
including: blood glucose, blood pressure, heart rate, weight, 
body fat, lean body mass, activity, sleep efficiency and oxygen 
saturation. 

In other financing activity; Jiff (Palo Alto, California), a digital 
health technology company, reported an $18 million Series B 
round led by Venrock. Jiff provides an enterprise solution for 
self-insured employers to connect to and manage hundreds of 
innovative digital health tools, and provides each employee an 
individualized health incentives program through an addictive 
mobile experience.

“As we saw this past week with the debut of Apple Watch 
and HealthKit, new digital health devices and services are 
emerging daily and will completely change the way people 
experience healthcare in the future,” said Derek Newell, Jiff 
CEO. “Just as iTunes provided a platform for digital music, Jiff 
is the platform for digital health programs and wearables, 
offering employees choice and smart recommendations. 
This, in turn, makes it easier for companies to provide these 
technologies, create healthier workforces, and bring down 
their healthcare costs.”

Despite all the changes in American healthcare over the 
past few years, half of all Americans still get their insurance from 
their employer. With their costs still rising, large self-insured 
enterprises are searching for solutions to keep their workers 
healthy and bring down healthcare costs. //

Green Bay Packers install Carestream’s X-Ray system  
The Green Bay Packers football team purchased and 

installed a Carestream (Rochester, New York) digital X-ray 
system at Lambeau Field that can capture and display 
digital X-ray images of injured players in seconds. The new 
system converted the stadium’s existing X-ray room to a 
fully featured digital imaging solution that can provide 
excellent image quality at lower exposure levels than the 
previous system.

 This installation spotlights Carestream Health’s focus on 
providing the latest diagnostic imaging technology for use in 
sports medicine. The Buffalo Bills and San Diego Chargers 
football teams and other professional sports teams also have 
installed Carestream’s digital X-ray systems for use in diagnosing 
player injuries.

The DRX-1 system is part of Carestream’s flexible 
family of wireless DRX systems that includes portable and 
room-based X-ray systems. Carestream offers the ability 
to retrofit existing room or portable imaging systems with 
DRX detectors, which enables healthcare providers to 
affordably convert from film or CR to a fully featured digital 
radiography solution.

Carestream is a worldwide provider of dental and medical 
imaging systems and IT solutions. 
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RESTRUCTURING 

WEBINAR:
EXCEL YOUR REGULATORY DEVICE FUNCTION 
WITH CORTELLIS AND MEDICAL DEVICE DAILY

Topics to be covered include:

• News coverage of regulatory activity, 
new product developments, strategic 
alliances, and more 

• Current regulatory framework for 
medical devices in some of these 
markets 

• General regulatory registration 
requirements REGISTER TODAY

September 23rd

9am San Francisco
12pm New York
5pm London

September 25th

9am New York
2pm London
3pm Paris

Cytori realigns corporate  
strategy and operations
Staff Report 

 Cytori Therapeutics (San Diego) reported its updated 
strategy and plan to restructure its operations and reduce costs. 

Over the last few months, the Company’s board and 
management team have been carefully re-evaluating corporate 
strategy and the resources required to achieve the company’s 
goal to be a leader in the cell therapy industry. Going forward, 
the company will focus on delivering value by limiting its 
activities to: expanding the U.S. clinical pipeline, building on 
current governmental and corporate partnerships and ensuring 
that its commercial efforts are cash flow positive immediately. 
To accomplish this, the company has: (1) restructured senior 
management and the global commercial and development 
teams, (2) consolidated operations, and (3) reduced duplicative 
activities and unnecessary expenses.  Marc  Hedrick, Cytori’s 
president/CEO, said: “Besides significant changes in strategy 
and expense reductions, we are also working in partnership with 
our lenders, with whom we have an outstanding relationship, to 
strengthen our financial position for the next 12-24 months. In 
this regard, our lenders have recently provided us a temporary 
waiver of the liquidity threshold that requires us to maintain 
certain minimum cash balances, and we are in discussions with 

them for the overall restructuring of the loan. I will provide more 
details on our restructuring and long term financial plan in 
forthcoming releases and on our Q3 conference call.”

As a part of the restructuring effort, Mr. Clyde Shores, 
Cytori’s Executive Vice President of Marketing and Sales, 
resigned and a number of other employees have left or will be 
leaving the Company after a brief transition period. After the 
transition period, the company will have reduced the number 
of full time employees from a peak of 119 earlier this year to 
approximately 77 employees. As a consequence of these 
efforts, we estimate that we will incur a one-time restructuring 
charge of approximately $500,000. The consolidation and cost 
reduction initiatives over the past several months are expected 
to lower our operating expenses by more than $8 million on an 
annualized basis.

 “My first order of business as the new CFO at Cytori will be 
focused on putting the Company on a sustainable financial path 
by both strengthening the balance sheet and significantly reducing 
expenses. I believe that the Company can be more   effective in 
delivering near term value to the shareholders after these measures 
are implemented,” said. Tiago Girao, Vice President of Finance and 
Chief Financial Officer of Cytori. “We will provide additional details on 
the steps we are implementing to improve the focus and performance 
of the Company over the next several months. Personally, I am 
honored to be part of the leadership team and to have the opportunity 
to bring Cytori’s ground breaking medical technology to suffering 
patients.” //

http://ip-science.interest.thomsonreuters.com/CRI-MDDwebinar


MONDAY, SEPTEMBER 24 , 2014 MEDICAL DEVICE DAILY™  PAGE 5 OF 10

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

DAILY M&A 

Europe
Continued from page 2

development project called FluMin3 (Fluidic MEMS Integrated 
for Intelligent Injection) organized under the auspices of the 
Rhone-Alpes technology cluster MINALOGIC with a total budget 
of €4.6 million ($6 million).

The core technology was conceived and launched by Eveon 
with IMEP-LAHC (Institute of Microelectronics Electromagnetism 
and Photonics, and Microwave and Characterization Laboratory) 
calling for a pump constructed with silicon wafers featuring 
a thin deformable membrane sealed over a fluidic cavity with 
fluidic valves determining inlet and outlet.

The membrane is shaped and thereby actuated using an 
electromagnetic device developed by project partner Cedrat 
Technologies.

Once the assembled demonstrator was validated, CEA-Leti 
(Atomic Energy Commission-Electronic Information Technology 

Laboratory) set up a manufacturing process on its 200mm (8 
inch) semiconductor manufacturing line to determine industrial-
scale production costs and technical feasibility.

Producing the first sheets of the pump with all components 
integrated in a single process was the milestone that marked 
the end of the FluMin3 collaboration and launched the 
commercialization phase.

“The advantage of silicon manufacturing is that it creates 
the possibility to co-integrate the sensor so that the entire system 
of medication administration can be monitored,” said Le Masne.

“This is why we can call this an intelligent pump, because 
we have considerably improved drug delivery over existing 
devices. When multiple devices are made at once with silicon, 
each one is perfectly identical with every other device, whereas 
when micro components are made by plastic injection molding, 
there is a variability that affects the capacity to accurately deliver 
a specific dose,” he said.

“What we gain is a tremendous mechanical precision and 
the ability to intelligently regulate the delivery of the dose, rather 
than leaving that responsibility on the patient,” he said. //

Stratasys completes acquisition
of GrabCAD for around $100M 
Staff Report

Stratasys (Minneapolis), a provider of 3-D printing and 
additive manufacturing solutions, reported the completion of its 
acquisition of GrabCAD (Cambridge, Massachusetts) which was 
announced Sept. 16.

GrabCAD will operate as a unit within the Stratasys global 
products and technology group and is expected to enable 
Stratasys to provide its customers with enhanced collaboration 
tools and improved accessibility relating to 3-D CAD content. 
GrabCAD’s cloud-based collaboration platform and community 
site is CAD software agnostic, and empowers designers and 
engineers to manage, share, and view CAD files.

Stratasys acquired GrabCAD in an all cash transaction. The 
acquisition is not expected to contribute to revenue in 2014. Costs 
associated with the acquisition are expected to impact Stratasys’ 
4Q14 earnings by 3 cents to 5 cents a share.

In other M&A activity:
• Conifer Health Solutions (Frisco, Texas), a provider of 

technology-enabled healthcare performance improvement 
services, said it has entered into a definitive agreement to 
acquire SPi Healthcare (Tinley Park, Illinois), a provider 
of revenue cycle management (RCM), health information 
management (HIM) and software solutions for independent 
and provider-owned physician practices. Conifer expects to 
complete the transaction, valued at $235 million, in the fourth 
quarter. SPi CEO John O’Donnell is expected to join Conifer’s 
senior management team reporting to Stephen Mooney, 
president/CEO.

“The SPi leadership team has achieved decades of 
sustained growth. They are now a recognized leader in the 
physician revenue cycle marketplace with a reputation for service 
delivery excellence,” said Mooney. “We believe the combined 
organization will drive incremental growth for Conifer by creating 
an enhanced value proposition for physicians in a variety of 
care settings—including integrated delivery networks—that are 
seeking to improve their operational performance in the era of 
value-based care and other changes in healthcare delivery and 
financing.”

• Owens & Minor (Richmond, Virginia) said it signed a 
definitive agreement Sept. 19 to acquire ArcRoyal (Meath, 
Ireland), a privately-held surgical kitting company. This 
transaction will expand Owens & Minor’s capabilities in the 
assembly of kits, packs and trays in the European healthcare 
market and is highly complementary to the previously announced 
agreement to acquire Medical Action Industries (Brentwood, 
New York), also a kitting company. 

Because ArcRoyal’s primary customers are healthcare 
manufacturers, the transaction will further expand Owens & 
Minor’s manufacturer service offering and will complement 
Owens & Minor’s existing manufacturer-facing business in 
Europe. In addition, the combination of Medical Action Industries 
and ArcRoyal is expected to enhance Owens & Minor’s global 
sourcing opportunities, the company noted.

• Aurora Diagnostics (Palm Beach Gardens, Florida), an 
operator of regional pathology labs with 21 community-based 
locations around the U.S., said it has reached an agreement to 
acquire Arizona Dermatopathology (Scottsdale, Arizona).

Once completed, the acquisition will provide Aurora with its 
first Arizona-based lab. Arizona Dermatopathology was started 
in 2009 by Richard Bernert. The lab will be the third regional lab 
to join Aurora since late June. //
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Seno
Continued from page 1

around suspicious breast masses, the company said. Cancerous 
tumors grow relatively quickly and require significant amounts 
of blood and oxygen, so a network of blood vessels grows around 
cancerous masses. Imagio is designed to provide images of these 
networks and a map of relative oxygen-rich or oxygen-deprived 
blood.

“We didn’t name the study PIONEER for nothing,” quipped 
CEO Janet Campbell during a phone interview with Medical 
Device Daily on Tuesday. “The people that participated in the 
study truly were pioneers.”

Campbell said there is a large unmet medical need in 
the diagnostic component of breast care and Seno wanted 
to be sure the product it developed filled a void. She said the 
company created focus groups that involved radiologists, who 
are the primary target audience for the product, as well as breast 
oncologists and breast surgeons across three locations. “We 
wanted to develop a product that would meet the needs of the 
market,” she said. “We could have married PET with MRI but 
after discussing with the stakeholders they all said it should be 
ultrasound.”

The Imagio study was conducted in 16 institutions 
throughout the U.S. with more than 2,100 subjects enrolled. The 
study was designed to measure the sensitivity and specificity 
of Imagio compared to Imagio grayscale ultrasound imaging 
in breast lesions using the probability of malignancy (POM). 
Subjects who enrolled in the study underwent a traditional 
ultrasound and an Imagio scan. Physicians only used traditional 
ultrasound findings to determine if the subject should advance 
to the biopsy phase. The Imagio results were later interpreted 
by an independent reader panel. Subjects who had a negative 
diagnostic ultrasound will be re-evaluated 12 months after their 
initial examination to confirm the negative results as a true 
negative.

Reni Butler, a PIONEER co-principal investigator and an 
assistant professor of diagnostic radiology at the Yale School 
of Medicine (New Haven, Connecticut), also emphasized the 
need for more accurate diagnostic imaging technologies to help 
physicians confirm and rule out breast cancer before the patient 
has to undergo an invasive procedure. “More information at 
the imaging stage could help physicians make more informed 
decisions regarding whether they should send the patient for a 
surgical or needle biopsy,” Butler said.

Imagio was designed to identify two functional hallmarks of 
a potential malignancy: the presence of abnormal blood vessels 
(angiogenesis) and the relative reduction in oxygen content 
of hemoglobin. The technology is non-invasive and does not 
require contrast agents or radio-isotopes, which are required 
for other modalities such as MRI or PET, nor does it use ionizing 
radiation (X-rays), the company noted.

The advantage of the “light in and sound out” design, 
according to Seno’s medical director, Tom Stavros, is that it 
provides function with anatomy to show those abnormal blood 
vessels plus the amount of oxygen the tumor is taking out of the 
blood. By combining light and ultrasound, Stavros told MDD, it’s 
“more like two plus two is five, it’s more than additive.”

Stavros said that the problem with current methods of 
breast imaging is that the tests overlap so much that in order to 
catch 98% of the cancers, a significant number of biopsies are 
performed and many of them turn out to be negative. “We want 
to decrease the number of negative biopsies we do and still pick 
up the number of cancers,” he said.

The endpoint, Campbell added, is to improve the specificity 
without losing the sensitivity.

“Earlier data from a feasibility study of Imagio led to 
encouraging results and we look forward to seeing the outcomes 
from this pivotal study,” said Erin Neuschler, Northwestern 
Medicine radiologist and assistant professor of radiology 
at Northwestern University Feinberg School of Medicine 
(Chicago), also co-principal investigator of the study. “If the 
results are consistent with the earlier, smaller studies, we believe 
this could be an important new technology to help improve the 
diagnosis of breast cancer and allow many women with benign 
lesions to have short-interval Imagio follow-up and avoid a 
biopsy.”

Campbell said Seno anticipates, pending FDA approval, 
bringing the Imagio device to the U.S. market by the end of 2016. 
The company also has plans to commercialize the product in 
Europe.

“Completing active enrollment is a significant milestone in 
Seno’s efforts to commercialize Imagio,” Campbell said. “We 
developed Imagio with the goal of reducing the number of 
imaging tests and invasive procedures women currently have to 
undergo to learn if a suspicious breast mass is cancerous or not.”

Also, Stavros noted, the technology can potentially be 
applied to other parts of the body beyond the breast to decrease 
the number of negative biopsies in other parts of the anatomy. //
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MedTech
Continued from page 1

Its founding members include Welch Allyn (Skaneateles) Bristol-
Myers Squibb (Syracuse), and ConMed (Utica).

An industry report titled “The Bio/Med Breakthroughs: 
Advancing New York’s Innovation Economy”, was commissioned by 
MedTech and released at the conference.  The data encompassed 
in the report came from two primary sources.  KJT Group (Honeoye 
Falls), life science market research specialists, conducted interviews 
of biomed executives regarding the challenges and opportunities 
for the industry, with a specific eye on workforce development in 
New York. The economic development consulting organization, 
Battelle’s Technology Partnership Practice (Columbus, Ohio), 
provided employment and trend data and academic and industry 
best practices for MedTech’s industry report. Executives were 
positive about the pieces of New York’s biomed ecosystem already 
in place, namely the academic pipeline, a burgeoning medical 
device specialty that is ideal for clustering and the entrepreneurial 
spirit. The Upstate New York region was found to top the national 
average in terms of economic growth in several subsectors. The key 
findings from this study are:

• Upstate New York supports more than 28,500 biomed jobs
• Upstate’s specialized concentration in medical devices and 

equipment is 26% higher than the national average
• Employment in the areas of research, testing and medical 

labs is rapidly growing in upstate New York, where the job 
concentration is 12% higher than the national average   

• Upstate’s 820 biochemists and biophysicists make up 
a specialized concentration in the region which is about 42% 
above the national average     

Upstate New York has a large pool of engineers in medical device 
and pharmaceutical manufacturing. There are more than 5,000 
industrial engineers that design, develop, test and evaluate integrated 
manufacturing systems and processes. In addition, about 5,650 
mechanical engineers support the upstate medical device industry.  
Also, the highly skilled and educated students coming Upstate New 
York universities help fuel the economic success. About 60% of the 
more than two dozen biomed leaders surveyed by KJT Group identified 
workforce and talent development as a top strength. Kenneth  Adams, 
President and CEO of Empire State Development (New York City) 
observed that “New York’s talented workforce and world-class higher 
education and research institutions are contributing to the growth of the 
bioscience industry in New York State, particularly in Upstate New York.” 
The Upstate region is home to many large and prominent universities, 
among them Cornell University (Ithaca), University of Rochester, 
Rochester Institute of Technology, Rensselaer Polytechnic Institute 
(Troy), Syracuse University, University of Buffalo and the many SUNY 
(State University of New York) campuses.      

One of the challenges faced by upstate New York is 
recruiting mid-career and executive level talent. This obstacle 
was mentioned by about 40% of the survey respondents. 

“Innovation and technology breakthroughs require a highly 
skilled workforce that has depth of education and experience,” 
noted Jessica Crawford, president of MedTech. “MedTech’s 
purpose is to bolster the energy and innovation that New York’s 
Bio/Med firms bring to the world every single day. With the 
support of a new member working group focused on workforce 
development, MedTech stands ready to address any challenges 
potentially impeding the growth of our industry.” The study 
indicateed that the senior-level shortage could be alleviated by 
taking advantage of two major strengths: the quality of life and 
lower cost of living in New York State.    

The SUNY Research Foundation (Albany) is the largest 
comprehensive university system in the U.S. with an enrollment of 
460,000 students on 44 campuses which includes four medical 
schools (two in upstate New York). It has $1 billion in sponsored 
research, $19.8 billion in economic impact, encompassing 1,000 
patents, over 700 licenses and 72 active startups. The SUNY 
Research Foundation’s Network of Excellence encourages research 
partnerships with industry by aligning businesses with a college 
or university’s academic mission, thereby creating new jobs and 
contributing to the economic development of the local community.  

Start-Up New York is a business incentive program offered 
by New York State that helps businesses to start, expand or 
relocate to tax-free zones that have an alignment with New York 
State colleges and universities. Life sciences and biotech are 
among the key industries that it targets.  

43North (Buffalo) is the world’s largest business competition 
with a top prize of $1 million. This event is held annually in 
Buffalo and attracts entrepreneurs from around the world. This 
year there were over 6,900 applications from 96 countries and 
all 50 U.S. states. An additional $4 million is distributed among 
10 finalists with the best business ideas. Winners also receive 
free incubator space for a year and guidance from mentors 
related to their field.  Winners agree to operate their business 
in Buffalo for a minimum of one year and provide 43North with 
5% non-dilutive equity in their company. 43North Week starts 
Friday October 24th with Buffalo Start Up Weekend and will 
culminate with the winners being announced on October 30th. 

The MedTech 2014 conference was headlined as Redefining 
Innovation in the Face of Healthcare. Mark Boden,  Senior 
Research Fellow at Boston Scientific (Natick, Massachusetts) 
and a panelist in  a breakout session dedicated to the innovation 
process said that “a company may have great technology but it 
may not address a clinical need. The company needs to listen 
and make decisions based on what your hearing from your 
partner.”  He cited as an example, a company that was targeting 
its technology for use in a coronary stent which was better suited 
and used successfully in a peripheral vascular stent. He said 
that “In general, people developing medical devices need to be 
embedded in hospitals and work with the physicians and listen 
to patients to determine the unmet clinical need.”  

James Ladine, vice president of Global Research and 
Development at Thermo Fisher Scientific (Waltham. 

See MedTech, page 8



MONDAY, SEPTEMBER 24 , 2014 MEDICAL DEVICE DAILY™  PAGE 8 OF 10

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

Asia
Continued from page 1

MedTech
Continued from page 7

scientific officer Luo Wen said the price was “low.” 
Eli Lilly had held high hopes for the drugs after promising 

Phase II trials but the drug failed to meet primary endpoints in 
Phase III studies. Despite the disappointing overall results, a 
subset of patients did show significantly improved survival rates 
after using Enzastaurin. 

Denovo now plans to carry out follow-on trials in targeted 
patient groups by conducting genetic analysis to identify biomarkers 
that correlate with patients’ responsiveness to the drug. In a unique 
approach, the company plans to register the drug and a diagnostic 
device at the same time, that will make it possible to identify 
patients with the right biomarkers to benefit from Enzastaurin. 

This innovative combination of drugs and medical devices 
that make it possible to personalize healthcare to the individual 
patients that can most benefit from them may open up new 
opportunities for device and drug companies in China. 

“Developing a diagnostic is the first step to see if the drug is 
suitable for patients,” Luo told Medical Device Daily during the Device 
China 2014 conference held in Suzhou in mid-September. “We have 
to register the drug and the diagnostic device at the same time.”

The rise of personalized medicine and personalized 
diagnostics is visible across the med-tech industry. 

The growth of Shenzhen-based BGI, the largest genomics 
organization in the world, and its effort to map genetic markets in everything 
from virus to pigs and millions of people follow a similar motivation. 

BGI has been developing a series of devices that can speed 
up genetic sequencing. Using its PCR+Seq technology the 
company sequenced the SARS virus in 36 hours and Ecoli in 
just two days. But the technology is not widely available. The 
problem, said BGI chairman Wang Jian, is developing a device. 

“China’s medical industry today is totally held hostage by 
physics and chemistry and increasingly apart from the origination 
of life,” said Wang Jian, chairman of BGI during Device China 
2014 conference. 

“It is our genes that decide our life,” Wang said. “We usually 
ignore such processes, from DNA to RNA to protein to small 
molecules to cell, when we develop a new drug or device. These 
are the real ‘big data’ of life.”

“We used to treat it as scientific instrument. Now we realize 
it should be a medical device. And it is a brand new medical 
device area,” said Wang. 

The China Food and Drug Administration approved genetic 
sequencing products for the first time in July. BGI was the only 
company with such a product but more genetic sequencing 
devices are expected to enter the market going forward. 

BGI now is in discussions with the Bill & Melinda Gates Foundation 
to establish a large-scale human health database. Apart from that, 
there are several programs BGI is working on this year, including efforts 
to map and control birth defects and oncology genetic sequencing. 

Such databases would provide a fount of big data for disease control. 
The combination of drug and devices could open up new 

pathways for healthcare. 
Nick Zhang, general manager of Qiagen Suzhou 

Translational Medicine, said the need for medicine today is “to 
maximize the efficacy and minimize the toxicity” even as many 
patients find that some traditional drugs don’t work on them. 

Medical innovation means drug and device developers and 
scientists could work seamlessly and design a structure that could 
greatly improve efficiency of the entire healthcare chain. This will 
push the development of personalized drug delivery, said Song 
Ruilin, executive president at the China Pharmaceutical Industry 
Research and Development Association (Sino-PhIRDA).

He believes the pharmaceutical and device industries 
are inextricably bound together and will become increasingly 
integrated as Internet-based technologies evolve. 

The biggest challenges now are not technological but 
financial, regulatory and linked to talent. 

Kevin Chen, a partner at Sequoia Capital said investors may 
not like the idea of personalized diagnostics. 

“Consumers will like personalized products but investors 
will prefer more standardized technologies. The question is how 
to combine the advantages of both. Then regulatory innovation 
will be needed,” Chen said.

BGI’s Wang said his company is struggling between 
innovation and regulation. 

The new diagnostic concept means the industry needs 
“compound” talent that understands both science and medicine, 
said Huang Shiang, founder/CEO of Kindstar Global. Kindstar 
is the first and largest esoteric clinical laboratory conglomerate 
in China with three facilities in Beijing, Shanghai and Wuhan, 
serving more than 3,300 hospitals in China. 

An innovative environment requires education and 
development, IP protection, incentives, marketing and 
reimbursement systems, pricing and involvement of venture 
capital, said Rui. Many of these elements are, for the time being, 
missing but all are growing. 

Zhao Yixin, president of the China Association of Medical 
Device Industry, identified capsule endoscopy, drug delivery system, 
molecular diagnostics and targeted treatment as well as mobile 
healthcare as promising areas for growth in medical technology. //

Massachusetts) also served as a panelist and explained that 
when evaluating new technology from academia the emphasis 
should be on the utility and practicality and the focus should 
be more on the patents than the research publications. The 
company acquired Life Technologies (Grand Island) in February 
for $15.1 million. //
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FDA published the draft in January (Medical Device Daily, 
Jan. 14), stating that it would not count multiple units produced 
“for a unique case because of sizing concerns,” assuming that 
the unused units were returned to the manufacturer or otherwise 
destroyed. However, the Advanced Medical Technology 
Association (AdvaMed; Washington) and the Orthopedic 
Surgical Manufacturers Association (OSMA; Germantown, 
Tennessee) both took exception to the draft’s take on definitions 
in separate comments to the docket.

The March 17 AdvaMed letter says that the draft inserted 
“additional language” beyond that found in 21 CFR 860.3(i) 
to address the definition of a device type, adding that the 
language found in the draft “does not appear in either 
the statute or the regulations.” The portion of the Code of 
Federal Regulations cited by AdvaMed states that a generic 
type of device “means a grouping of devices that do not 
differ significantly in purpose, design, materials, energy 
source, function, or any other feature related to safety and 
effectiveness, and for which similar regulatory controls are 
sufficient to provide reasonable assurance of safety and 
effectiveness.”

The AdvaMed letter says  further that the use of a product 
code as a descriptor of a device type means that “a wide 
range of products and uses” would be captured under the 
five-device limit imposed by the guidance, and thus cervical 
spine systems and cervical screws would both qualify as one 
device type.

The OSMA letter offers a similar argument, stating that 
consideration “should also be given to the intended use of 
the custom device.” OSMA pointed out that a device code 
could capture all the components of a total knee system, 
and thus the manufacture of five of any one component 
rules out customization of the other components in a given 
year.

Both associations likewise took exception to a portion 
of the draft dealing with “general availability” of a device, 
albeit on somewhat different grounds. FDA did not respond 
to either set of comments in the final guidance, however. 
AdvaMed’s contention was that FDA should add text 
describing the due diligence needed to establish whether a 
device type exists and is available to meet the stated need. 
OSMA took the position that the word “known” should be 
inserted before the word “similar” in a passage stating that 
a custom device is one made in response to an unsolicited 
physician request when “no similar product is commercially 
available” in FDA’s jurisdiction.

King & Spalding (K&S; San Francisco) had published a Feb. 
5 analysis of the draft, which argued the device code point in 
a manner similar to AdvaMed, stating that some classification 

regulations “are very broad and cover a large number of product 
codes.” The K&S analysis remarks that the regulation for surgical 
meshes “covers 41 product codes for a wide variety of uses.” K&S 
did not respond to contact for comment.

FDA says limited class II for iontophoresis
FDA announced in the Sept. 22 Federal Register it is 

proposing a class II designation for iontophoresis devices 
assuming they are not used to deliver opioid analgesics 
and similarly hazardous medications. Such uses will 
henceforth still be addressed as combination products 
regulated by the Center for Drug Evaluation and Research, 
but iontophoresis devices marketed solo or “as a complete 
system with a non-drug solution” will be subject to special 
controls and regulated by the Center for Devices and 
Radiological Health.

The agency made note of a meeting of the orthopaedic 
and rehabilitation devices advisory committee, which the FR 
notice states had reservations about a class II designation for 
such devices packaged as a delivery system for use with fentanyl 
and other substances intended to exert a systemic effect, but 
otherwise went along with the agency’s position on a class II 
designation.

Among the performance testing mandates under special 
controls for these devices is testing “using a drug approved 
for iontophoretic delivery, or a non-drug solution if identified 
in the labeling,” but FDA indicated it will want to see data on 
maintenance of “a safe pH level” as well. Mechanical testing for 
units to be used in the ear is also on the special controls list, 
as is testing to demonstrate electromagnetic compatibility, and 
safety for electrical, thermal, and mechanical performance. 
Software verification, validation and hazard analysis are also on 
the list of special controls.

Interested parties can comment at regulations.gov under 
docket no. FDA-2000-N-0158 through Dec. 22.

Salivary stimulators nominated for class II
In the Sept. 18 Federal Register, FDA announced a proposal 

to down-classify salivary stimulators to class II, although 
the proposal comes with the suggestions that such devices 
henceforth be known as “electrical salivary stimulator system” 
to distinguish them from devices that achieve a similar effect by 
other means.

The agency said that a search of the Manufacturer and 
User Facility Device Experience (MAUDE) database “shows no 
adverse events” for electrical salivary stimulatory systems, but 
FDA also invoked the six-year rule citing data contained in PMAs 
approved six or more years before the date of the proposal. 
The agency added that its decision was supported in part by “a 
review of transcutaneous electrical nerve stimulators, which are 
similar devices technologically, and are currently regulated as 
class II devices.”

Interested parties can comment at regulations.gov under 
docket no. FDA-2014-N-1243 through Dec. 17. //
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PEOPLE IN PLACES

PRODUCT BRIEFS

• Credence MedSystems (Menlo Park, California) reported 
the launch of the Credence Companion Safety Syringe System at 
two upcoming conferences focused on drug delivery solutions. 
The Companion results from the Credence team’s intense desire 
to improve patient care by understanding and addressing the 
needs of both the end-user performing the injection as well as 
the pharmaceutical manufacturer supplying the medication. 
The Companion is built around the foundation of an existing 
pre-filled syringe and standard drug container components; the 
pharmaceutical manufacturer can choose any existing pre-filled 
syringe from any vendor and can keep their syringe filling process 
unchanged. Therefore, much of the development and regulatory 
work as well as the sourcing risk traditionally associated with 
delivery system advances can be avoided. The Companion 
delivers to the end-user the best in anti-needlestick technology, 
fulfilling the Desirable Characteristics on OSHA’s Guidelines for 
Compliance for needled devices. The user experiences passive 
needlestick safety; the needle retracts automatically into the 
barrel of the syringe after the injection, as opposed to requiring 
a specific action after injection. The user is provided audible, 
tactile and visual cues of the safety engagement and the syringe 
is then automatically disabled, thereby preventing reuse. • 

• Aegis Health Group (Nashville, Tennessee) has named Jeff 
Pate as its new executive VP of business development, effective 
immediately. Most recently Pate served as executive VP at W 
Squared, a business process outsourcing firm that works with many of 
Nashville’s premier growth companies in the healthcare or healthcare 
technology sector  Aegis Health Group provides Population Health 
Management solutions that enable hospitals to grow market share 
and revenue by identifying and intelligently managing the health risks 
of local consumers within the community they serve. Complementing 
this is Aegis’ data-driven and award-winning Physician Relationship 
Management strategy, which creates strategic alignment between 
hospitals and their medical staff. 

• Orthofix International (Lewisville, Texas), a medical device 
company focused on improving patients’ lives by providing superior 
reconstructive and regenerative orthopedic and spine solutions to 
physicians, said that Luke Faulstick has been named to its board of 
directors. Faulstick is co-owner, president/CEO of Power Partners 
and formerly the executive VP and chief operating officer of DJO 
Global. Separately, Kathleen Regan has informed the board that, in 
connection with her recent appointment as the future executive VP 
and COO of The Commonwealth Fund, she is retiring as a director 
effective November 3.

• Ophthotech (New York) said that Michael Atieh has 
been named executive VP, chief financial officer and business 
officer and treasurer effective September 30. Atieh replaces 
Bruce   Peacock, chief financial and business officer and 
treasurer, who has notified the company of his intention to 

Svelete’s Integrated Delivery System 
meets all DIRECT II study endpoints 

Svelte Medical Systems (New Providence, New Jersey) 
reported that its drug-eluting coronary stent Integrated 
Delivery System (IDS), a new approach to percutaneous 
coronary intervention (PCI) met all DIRECT II study 6-month 
angiographic and clinical endpoints. The IDS also exhibited 
reduced procedure and device times, with trends toward 
reduced fluoroscopy time and contrast use, confirming results 
seen in prior studies in which the IDS demonstrated procedural 
time and cost savings, the company said in a statement.

DIRECT II is a prospective, randomized, multi-center 
clinical study comparing the safety and efficacy of the 
Svelte drug-eluting coronary stent IDS and the Medtronic 
(Minneapolis) Resolute Integrity drug-eluting coronary stent 
in 159 patients undertaken in support of CE mark certification 
of the Svelte system. Non-inferiority to Resolute Integrity in 
the primary efficacy endpoint of in-stent Late Lumen Loss 
(LLL) at 6-months was clearly established (0.09+0.31 mm with 
Svelte IDS vs. 0.13+0.27 mm with Resolute Integrity, p-value 
for non-inferiority = <0.0001). Clinical outcomes were similarly 
positive, with 6-month target lesion revascularization (TLR), 
target lesion failure, target vessel failure, myocardial infarction 
and major adverse cardiac event (MACE) rates in the Svelte 
IDS arm half those observed in the Resolute Integrity arm. 
Six-month TLR with the Svelte IDS was 0.9%, affirming results 
seen in the DIRECT First-In-Man study in which 0% TLR and 
MACE are now sustained through 28-months.  

The company asserted that the Svelte IDS represents the first 
change in coronary stent delivery since the advent of the rapid-
exchange catheter.  Utilizing an integrated wire design which provides 
the lowest crimped stent profile on the market, the IDS is designed to 
optimize trans-radial interventions (TRI) and a ‘slender’ approach to 
PCI by downsizing catheter sizes used during intervention.  

Data from the DIRECT II study were presented last week 
at the the 2014 Transcatheter Cardiovascular Therapeutics 
conference. Both the IDS and a conventional rapid-exchange 
(RX) platform incorporating Balloon Control Band (BCB) 
technology will be offered with the Svelte drug-eluting stent and 

retire effective September 30. Atieh has extensive experience 
in all aspects of building and leading finance and business 
teams in the pharmaceutical and biotechnology industries. 
For the past 23 years, Mr. Atieh has been a member of the 
board of directors of ACE Limited, one of the world’s largest 
property and casualty insurance companies, where he chairs 
the audit committee and is a member of the executive 
committee. Ophthotech specializes in the development of 
novel therapeutics to treat diseases of the eye, with a focus 
on developing innovative therapies for age-related macular 
degeneration. 
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Brigham devises new tool for 
better tumor margin detection

Preventing cancer recurrence is a huge consideration, and 
there have been technologies for giving surgeons a better idea 
of how far to go in resecting a tumor. However, scientists at 
Brigham and Women’s Hospital (Boston) have come up with 
a way to improve that marginal resection, which may cut down 
on recurrence. The statement notes that as many as two in five 
undergoing breast cancer surgery require additional operations 
because of the difficulty in ensuring adequate resection, but 
researchers at Brigham have published in the Proceedings of the 
National Academy of Sciences on their new approach, which uses 
desorption electrospray ionization (DESI) mass spectrometry 
to clearly depict the margins. This approach ionizes the cells 
in the area of interest by the application of a charged solvent, 
generating a color-coded image depicting the nature and 
concentration of tumor cells. The scientists at Brigham used 
DESI mass spectrometry on lipids in breast and normal tissue 
from 61 samples obtained from 14 breast cancer patients that 
underwent mastectomy. The study indicated that a number of 
lipids, including oleic acid, are more abundant in breast cancer 
tissue compared to normal tissue, a set of findings confirmed 
with conventional pathology. Nathalie Agar, director of surgical 
molecular imaging at Brigham, and the senior study author, 
said, “the results may help us to move forward in improving this 
method so that surgeons can use it to rapidly detect residual 
cancer tissue during breast cancer surgery, hopefully decreasing 
the need for multiple operations.”

Research shines new light 
on cancer cell metabolism

Scientists at the MD Anderson Cancer Center (Houston) 
have come upon a previously unknown facet of cancer 
metabolism, one that may allow medical science to put a 
halt to metastasis. The Anderson statement indicates that 
scientists there have discovered that cancer cells use the PGC-1α 
protein to stimulate growth of new mitochondria, but also that 
metastasizing cells use PGC-1α for oxidative phosphorylation, 
which boosts adenosine triphosphate production during a 
cell’s trek to other locations in the body. These two processes 
allow some cancer cells to pack the energy needed to get past 
a number of hurdles. The study appears in the Sept. 21 online 
edition of Nature Cell Biology.

Research pinpoints Chop as 
possible tumor inhibitor

Researchers at Louisiana State University (New Orleans) 
have developed a clear picture of the role played by the protein 

known as C/EBP-homologous protein (Chop) as an agent 
of regulation of the activity and accumulation of cells that 
suppress the body’s immune response against tumors. The LSU 
team demonstrated that removal of Chop led to an increase 
in T-cell activity, suggesting that Chop may be a good target 
for development of new immunotherapies. Myeloid-derived 
suppressor cells (MDSCs) are involved in cancer, inflammation 
and infection, but they are also known to promote angiogenesis 
and metastasis, but it turns out that Chop not only reduced 
the ability of MDSCs to inhibit T-cells and suppress immune 
response, but also boosted the effectiveness of any treatment. 
The research is described in a paper published online September 
18, 2014, in Immunity.

Study hints neck surgery unnecessary for many
Knowing what not to do is half the battle, and a recent 

statement by Fox Chase Cancer Center (Philadelphia) said 
that a new study of patients with human papillomavirus-
positive oropharyngeal cancer experience see significantly 
higher rates of complete response on a post-radiation neck 
dissection than those with HPV-negative disease. After radiation 
and chemotherapy to remove tumors from the tonsils or back 
of the tongue, many head and neck cancer patients still have 
persistent lumps in their neck, although they are often smaller 
than when first diagnosed. The scientists at Fox Chase reviewed 
medical records from nearly 400 patients whose oropharyngeal 
tumors had spread to at least one lymph node. Within 180 days 
after completing radiation therapy, 146 patients underwent neck 
surgery. For 99 patients, their records indicated whether or not 
their tumors had likely been triggered by HPV. Patients with HPV 
often respond better to treatment for their oropharyngeal tumors 
than those without. The researchers noted that those who tested 
positive for HPV as measured by the p16 protein were less likely 
to experience a recurrence regardless of whether the tumors had 
completely disappeared following treatment. Instead, patients’ 
HPV status was the strongest predictor of whether or not they 
were alive at the end of the study.

Bioluminescence applied to AEG-1
Researchers at Virginia Commonwealth University (VCU; 

Richmond, Virginia) are working on a means of making the AEG-
1 gene more easily detected, and are going the luciferase route 
to do so. A recent VCU statement notes that Paul Fisher of VCU 
had previously identified AEG-1 as a gene that is expressed “in 
the majority of cancers,” but not in normal, healthy tissue. Fisher 
and his colleagues at VCU teamed up with scientists from Johns 
Hopkins (Baltimore) to embed luciferase along with AEG-Prom 
– which is intended to spark AEG-1 activity – into an unspecified 
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nanoparticle. The combination includes HSV1tk as well, which 
serves to trigger the chemical reaction needed to activate the 
luciferase. The abstract from the article appearing in Cancer 
Research does not describe the nanoparticles, either, but the 
authors note that this approach “compares favorably to accepted 
and emerging clinical standards” for cancer detection, including 
the use of FDG-PET. Co-author Martin Pomper of Hopkins said 
in the VCU statement that the imaging agents and nanoparticle 
used in the study “have already been tested in unrelated clinical 
trials. Moving this concept into the clinic to image metastasis in 
patients is the next logical step in the evolution of this research,” 
he said. The title of the article is “AEG-1 promoter-mediated 
imaging of prostate cancer.”

Researchers mapping out behavior of RB1 in fruit flies
Sometimes it helps to start from the beginning, which is 

the case with research going on at Michigan State University 
(MSU; East Lansing, Michigan) in the area of the protein 
responsible for retinoblastoma, a cancer that hits early in life. 
A recent MSU statement notes that scientists there believe 
the fruit fly may offer clues about the retinoblastoma 1 gene 
(RB1) and how it changes over time as the disease progresses. 
The paper explaining this research is featured on the cover of 
the current issue of the Journal of Biological Chemistry, said 
to offer the first detailed examination of a series of mutations 
bearing a resemblance to those present in the human version 
of RB1. The experiment involved boosting levels of standard (or 
wild-type) protein, which is said to have altered fruit flies eyes 
and wings, but an increase in the levels of the mutated protein 
produced “consistent and dramatic” deformations. Irina Pushel, 
MSU undergraduate and a co-author of the paper, said, “by 
systematically evaluating mutations of increasing severity, we 
now have a model to better predict how we think the protein will 
react with each mutation.” She stated further that she and her 
colleagues are “trying to understand the protein, not even in the 
specific context of cancer, but rather studying how it interacts 
within the cell, how it interacts with DNA.” The MSU statement 
acknowledges that any treatments based on these findings 
“may be years away, [but that] the insight and understanding 
into cell development and gene regulation is immediate.”

Indiana U to shutter proton beam therapy facility in 2015
The radiology wars are still in full swing, but Indiana University 

(Bloomington, Indiana) has indicated it will close a 10-year old 
proton beam facility by Jan. 1, 2015. The IU statement notes that 
the facility has treated thousands of patients, but observes that in 
the decade the clinic has been open, “a significant increase in the 
number of newly designed proton therapy facilities in the country” 
has combined with advances in other cancer treatment, falling 
reimbursement rates, and “aging equipment” at the cyclotron 
plant “have led to a declining patient base and revenues, as well as 
increased operating costs.” Consequently, the facility “is no longer 
financially sustainable,” the statement observes.

Perfluorocarbon debuts in conjunction with MR
FDA might not be in a hurry to approve new tracers, and 

Medicare might likewise be in no hurry to cover them, but researchers 
at the University of California San Diego (San Diego) are undeterred, 
and have published in Magnetic Resonance in Medicine on their 
evaluation of a perfluorocarbon (PFC) tracer used with MRI to track 
therapeutic immune cells injected into colorectal cancer patients. 
Researchers used a PFC tracer agent and an MRI technique that 
directly detects fluorine atoms in labeled cells. Fluorine atoms 
naturally occur in extremely low concentrations in the body, making 
it easier to observe cells labeled with fluorine using MRI. In this case, 
the modified and labeled dendritic cells – potent stimulators of the 
immune system – were first prepared from white blood cells extracted 
from the patient. The cells were then injected into patients with stage 
4 metastatic colorectal cancer to stimulate an anti-cancer T-cell 
immune response. The study focused on the ability to detect and 
monitor labeled cells. The authors are said to have been surprised 
to discover that only half the vaccine remained at the inoculation site 
after 24 hours. UCSD’s Eric Ahrens said non-invasive cell tracking 
“may help lower regulatory barriers.” He explained that new stem 
cell therapies “can be slow to obtain regulatory approvals in part 
because it is difficult, if not impossible, with current approaches to 
verify survival and location of transplanted cells. And cell therapy 
trials generally have a high cost per patient. Tools that allow the 
investigator to gain a ‘richer’ data set from individual patients mean 
it may be possible to reduce patient numbers enrolled in a trial, thus 
reducing total trial cost,” Ahrens said.


