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Panel gives green light 
to G5 for non-adjunctive 
diabetes management
By Liz Hollis, Staff Writer

An FDA panel gave San Diego-based 
Dexcom Inc. good news Thursday, 
voting 8 to 2 that the benefits of its 
G5 continuous glucose monitor to 
replace fingerstick testing for diabetes 
management outweigh the risks.
Members voted similarly on the question 

Japan’s home care  
expected to flourish
By Cornelia Zou, Staff Writer

HONG KONG – Japan’s medical device 
industry has been resisting a decline 
in economic growth in Japan, out-
performing the general economy. The 
home care medical device sector, in 
particular, is expected to do well with 
more opportunities as the population 
ages and chronic disease becomes more 
prevalent.

Cytox’s new biomarker 
test aimed at improving 
the odds in Alzheimer’s 
By Nuala Moran, Staff Writer

LONDON – Cytox Ltd. today is launching 
a genetic biomarker test for Alzheimer’s 
disease, which it says will enable the 
selection of amyloid-positive cohorts for 
clinical trials from amongst subjects who 
are pre-symptomatic or showing early 
signs of cognitive impairment.
In the light of numerous unsuccessful 

A new generation of 
bioactive glass for bone, 
cartilage regeneration 
By Bernard Banga, Staff Writer

Paris – Noraker, based in  Villeurbanne, 
France, is developing innovative 
composite technology for bone 
substitution and osteosynthesis. The 
company, a spin-off from the French 
National Institute of Applied Science 
(INSA) in Lyon, has developed a new 
bone substitute following in the line 

See Dexcom, page 3

Old patients with HIV 
are the newest group  
with unique needs
By Anette Breindl, Senior Science Editor

DURBAN, South Africa – In the early 
days of the AIDS epidemic, the life 
expectancy for those diagnosed with HIV 
was two years from the time of diagnosis. 
In the era of antiretroviral therapy, 
Johnson & Johnson’s chief scientific 
officer, Paul Stoffels, told the audience at 

AIDS CONFERENCE MEDTECH OUT-PERFORMING

COULD DOUBLE SURVIVAL RATE

Lucas device provides 
compression to patients 
in route to hospital
By David Godkin, Staff Writer

Might emergency responders double 
the survival rates of sudden cardiac 
arrest victims? That’s the expectation 
of emergency department physicians 
at Vancouver’s St. Paul’s Hospital for a 
new coronary compression device being 
tested in four of the city’s ambulances. 
Brian Grunau, lead researcher on a two-

https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/Cytox
https://cortellis.thomsonreuterslifesciences.com/ngg/quickSearch/results.do%3FsearchType%3D%26qs%3DNoraker
https://cortellis.thomsonreuterslifesciences.com/ngg/qsearch/AIDS
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Medical Device Daily presents Patent Highlights, 
an excerpt of the most important med-tech 
patents from this week’s Cortellis Patents 
Gazette. See the attachment at the end of this 
edition.

Clearwater, Fla.-based Bovie Medical Corp. reported a sales 
channel partnership agreement with Bedford, Mass.-based 
Hologic Corp. Hologic will add Bovie’s J-Plasma product line to its 
world class portfolio of health care solutions in gynecological and 
gynecological/oncological surgery in three U.S. regions. The initial 
six-month agreement provides certain members of Hologic’s direct 
GYN Surgical sales force with access to J-Plasma and includes the 
option to extend the agreement into a worldwide distribution pact 
that would involve Hologic’s entire surgical sales force.
Boston-based Labstyle Innovations Corp., developer of the Dario 
blood glucose monitoring system, has signed an agreement with 
Hudson, Ohio-based health care distributor Gemco Medical, to 
become the first authorized U.S. distributor of Dario. This partnership 
will complement Labstyle’s direct-to-consumer model to further 
expand and strengthen its presence in the U.S., it said.
Royal Philips, of Amsterdam, the Netherlands, signed an 
agreement to acquire Alpharetta, Ga.-based Wellcentive, a 
provider of population health management software solutions. 
Financial details of the transaction will not be disclosed. 
In population health management, Philips already offers 
enterprise telehealth, home monitoring, personal emergency 
response systems and personal health services that address 
multiple groups within a population from intensive ambulatory 
care for high-risk patients to prevention and personal health 
programs for the general population. Philips said that 
Wellcentive complements its portfolio with cloud-based IT 
solutions to import, aggregate and analyze clinical, claims 
and financial data across hospital and health systems to help 
care providers deliver coordinated care that meets new health 

care quality requirements and reimbursement models. Upon 
completion of the transaction, Wellcentive and its employees 
will become part of the Population Health Management 
business group within Philips. Tom Zajac, CEO of Wellcentive 
will be appointed to lead this business group.
Tandem Diabetes Care Inc., of San Diego,  a maker of 
touchscreen insulin pumps, and Charlottesville, Va.-based 
Typezero Technologies LLC, a digital health and personalized 
medicine company, have entered into a license agreement 
allowing Tandem to integrate Typezero’s artificial pancreas 
technology into a next-generation t:slim insulin pump. 
Financial details of the agreement have not been disclosed. 
The terms of the license agreement between Tandem and 
Typezero include a worldwide, non-exclusive license for the use 
of Typezero’s AP technology in future Tandem products. The 
agreement also provides Tandem access to Typezero’s future 
AP innovations over the next five years. The two companies 
plan to work together closely to expedite the clinical research 
associated with the development of Tandem’s closed-loop 
AP system. The terms of the agreement also anticipate that 
a research version of Tandem’s t:slim insulin pump will be 
used alongside Typezero’s AP technology in the International 
Diabetes Closed Loop Trial scheduled to commence later this 
year, which is funded by the National Institute of Health.

https://twitter.com/MedDevicesDaily
https://www.linkedin.com/grp/home%3Fgid%3D6694205
http://mdd.blogs.medicaldevicedaily.com/
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Dexcom 
Continued from page 1

of safety (8 to 2) and efficacy (9 to 1).
Currently approved for adjunctive use with fingerstick testing, 
G5 received near-universal praise from users who spoke during 
the open public hearing. Many acknowledged that they already 
are relying on it off-label for their treatment decisions. 
A few speakers told the members of the clinical chemistry and 
clinical toxicology devices panel of the medical devices advisory 
committee that not having approval in this indication could put 
the lives of older patients at risk, as Medicare wouldn’t cover it 
for an unapproved use.
One of the sticking points for panelists, however, was whether 
the clinical accuracy studies – and the modeling based on 
these studies – provide a reasonable assurance of safety and 
effectiveness. The company used simulation studies to boost its 
case. Stayce Beck, of the Center for Devices and Radiological 
Health’s diabetes branch, assured panelists the agency would 
seek a post-approval study.
That didn’t totally satisfy David Cooke of Baltimore’s Johns 
Hopkins University, who voted no on safety and benefits versus 
risks, saying anecdotal evidence plus the modeling “were 
reassuring, but not reassuring enough” and that he wanted to 
see clinical trial data. 
Ahead of the vote, Anna McCollister-Slipp, the patient 
representative on the panel, urged members to consider “the 
totality of evidence,” highlighting the patients who came from 
across the country to offer testimony in favor of this indication. 
The regulatory labeling should reflect what patients already are 
doing, she said.
Although ultimately voting yes on all three questions, Rosa 
Sherafat-Kazemzadeh of Medstar Georgetown General Hospital 
said the data from the studies didn’t raise a red flag, but that 
she would like to see more. She also said she wanted to see 
patients receive one-on-one training on the device rather than 
having to search the Internet for answers.
Another question raised by the FDA related to human factors. 
To ensure patients and caregivers trained to use the device. 
Kathleen Wyne of the Houston-based Methodist Hospital 
Research Institute suggested having recommended versus 
required training, saying patients shouldn’t be forced to go 
through training before being allowed to use the device. //

MDD IS ON TWITTER!
Stay connected—follow us on Twitter!

www.twitter.com/meddevicesdaily

PRODUCT BRIEFS

Accuray Inc., of Sunnyvale, Calif., reported results from a 
prospective, phase II trial evaluating once-daily accelerated 
partial breast irradiation in patients treated with the Tomotherapy 
System. The study, published in the June issue of the peer-reviewed 
Anticancer Research, International Journal of Cancer Research and 
Treatment, reported no recurrence of cancer in the treated breast at 
median follow-up of 34 months. Additionally, more than 95 percent 
of patients and their physicians rated cosmesis – preservation of the 
normal appearance of the breast –as good/excellent.
Cardiac Science Corp., of  Waukesha, Wis., launched its 
Intellisense CPR Feedback device, offering rescuers a slew of 
features and CPR coaching in accordance with the 2015 AHA 
Guidelines. Fitting in the palm of a hand, the device can be 
used on patients of all chest sizes, while a non-slip surface and 
ergonomic shape ensure secure placement during CPR. 
Cydar Ltd., Cambridge, U.K., gains FDA clearance for its EV 
surgical guidance software, used in X-ray guided vascular 
surgery. At its core, fully-automatic computer vision tracks 
patients during X-ray guided surgery: enabling it combine 
diagnostic scan, planning information and real-time imaging 
with millimeter precision.
Lifebond Ltd., of Caesarea, Israel, received an IDE approval 
from the FDA to initiate a clinical study of the Lifeseal 
Surgical Sealant Kit, which includes a gastrointestinal sealant 
specifically designed to minimize staple-line leakage in 
gastrointestinal resection procedures.
Masimo Corp., of Irvine, Calif., reported a new study of patients 
undergoing liver transplantation evaluated the relationship of 
PVI to right ventricular end-diastolic volume and concluded 
that PVI provided a “reliable estimate of [cardiac] preload 
status and may be a useful predictor of fluid responsiveness. 
”PVI measures the dynamic changes in perfusion index that 
occur during one or more complete respiratory cycles, using the 
Masimo pulse oximetry plethsymographic waveform. 
Philips Respironics, of Murraysville, Pa., a business of Royal 
Philips N.V., of Amsterdam, the Netherlands, said its Trilogy 
family of portable ventilators will be activated to connect to the 
Care Orchestrator care management application. With complex 
respiratory illnesses including neuromuscular disorders and COPD 
on the rise in the U.S., this respiratory care service will enable 
enhanced care for patients in the home. Care Orchestrator is a 
connected health application in the homecare space that connects 
clinical management workflow, informatics and intelligence for 
providers, payers and patients within a single cloud-based platform.
Relievant Medsystems Inc., of Redwood City, Calif., said it 
received FDA clearance for the Intracept Intraosseous Nerve 
Ablation System. The device is the first specific therapy to 
relieve chronic low back pain of at least six months duration 
that has not responded to at least six months of conservative 
care caused by changes associated with degeneration of spinal 
vertebral bodies and the associated intervertebral discs.
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AIDS 
Continued from page 1

the 2016 International AIDS Conference this week, “people can 
see their kids and their grandkids grow up, if therapy is done 
well.”
One of the consequences of that spectacular success is that 
there is now a new demographic group of HIV patients – those 
old enough to be at increased risk of the multiple diseases of 
aging.
The medical community as a whole is still catching up with 
the concept of elderly patients with HIV, and what their 
particular health care needs are, in part because such patients 
do not fit neatly into the categories in which the community 
is accustomed. In those categories, an infection is an acute 
disease, and a chronic disease is something other than an 
infection. 
“The advent of HIV is really changing the concept of what 
communicable diseases are,” Tolullah Oni, senior lecturer and 
public health medical specialist at the University of Cape Town, 
told the audience at the meeting.
There is plenty of awareness that HIV often co-occurs with other 
infections, in particular hepatitis C and tuberculosis (TB). 
But in a study by Oni and her team involving patients who had 
hypertension, type 2 diabetes, HIV or TB, HIV most frequently 
co-occurred with hypertension. Of the 20 percent of HIV 
patients who had a second chronic disease, 75 percent were 
hypertensive.
In the more general landscape of chronic co-morbidities, 
diabetes “features rather prominently,” and ischemic heart 
disease, COPD and depressive disorders are also common, Oni 
said.
Such patients are invisible to the health care system. The HIV 
community, in turn, does not have the elderly on its radar, even 
though with the advent of Viagra, clusters of HIV infections 
have been reported in nursing homes more than once.
In Japan, 20 percent of newly diagnosed infections are in the 
age group of 50 to 59, but prevention efforts are aimed at 
young populations. 
And doctors who treat diseases of aging are not necessarily 
aware of the interaction between HIV and other diseases – in 
part because such data are only now beginning to be available.
“We are just at the early, early years, [of the demographic 
intersection between HIV and the elderly], and we really don’t 
know exactly what we’re going to find,” Andrew Grulich, head 
of the HIV prevention program at the University of New South 
Wales’ Kirby Institute, told the audience.
The good news is that the most common cancers such as breast 
or prostate cancers are not associated with HIV, and at this 
point there is no reason to think they will be more common in 
HIV-infected patients.
HIV-infected individuals do, however, tend to get cancer at an 

earlier age than those who are HIV-negative. Currently, the 
greatest discrepancy in cancer rates between the two groups 
is for individuals in their forties, though Grulich said that 
might change as both the HIV-infected cohort and the general 
population age.
But for other cancers, especially those that are associated with 
infections, HIV patients have a massively increased risk. The 
rate of Kaposi sarcoma in HIV patients is a thousand times 
that of the general population, and the rate of non-Hodgkin’s 
lymphoma is increased by a hundredfold.
Other cancers have a more modestly increased risk that 
may be behaviorally mediated. Men who have sex with men, 
for example, have a higher risk of anal cancer that Grulich 
attributed to sexual behavior. HIV-positive drug users have an 
increased risk of lung cancer, likely because as a group, they 
have high rates of cigarette smoking.
While cancer is rare, diabetes is an epidemic. And it is a 
condition where HIV-infected individuals can’t seem to win. 
Untreated HIV infection can lead to metabolic syndrome, and 
high blood fat levels are common in HIV-positive persons.
“However, the greatest risk for diabetes seems to be with 
the antiretrovirals themselves,” Melissa Frasco, research 
epidemiologist at Precision Health Economics, said at the 
conference.
Antiretroviral (ARV) regimens that include either protease 
inhibitors or nucleoside reverse transcriptase inhibitors increase 
the risk of developing type 2 diabetes.
To top it off, ARV and some blood sugar control drugs interact, 
increasing the risk of underdosing or overdosing one or both 
drugs.
Oni said the fragmented delivery of health care services has 
important implications for disease control. 
Studies have found that patients in chronic care for both HIV 
and a noncommunicable disease “tend to prioritize HIV,” 
because they like HIV services better. That suggests that the 
medical community as a whole should try to approach disease 
prevention in a more integrated manner, starting with “better 
integrated research across the chronic care cascade. However, 
“in order for that to transpire, you would have to have an HIV 
clinic that is monitoring your blood pressure and optimizing 
that treatment as well. And that is not the case.” //
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Japan 
Continued from page 1

A recent partnership between two major domestic device 
makers demonstrated the market potential of home medical 
devices in Japan. Diagnostic imaging device producer Fukuda 
Denshi Co. Ltd. and blood pressure monitoring device 
pioneer Omron Healthcare Co. Ltd. signed a memorandum of 
understanding to collaborate in the home medical care and 
overseas business. The two companies are major players in the 
market.
“Fukuda and Omron Healthcare will create a new home 
medical care business by combining Fukuda’s home medical 
care service and Omron’s newly developed wearable medical 
devices,” Satoshi Nakajima, general manager of public relations 
at Omron, told Medical Device Daily. “Omron Healthcare will 
develop wearable medical devices by drawing on its advanced 
blood pressure monitoring technology and its technology to 
miniaturize devices.”
Fukuda also will acquire Omron’s medical device subsidiary, 
Omron Colin.
Being the first company to release a home blood pressure 
monitor in 1973, Omron Healthcare took up about 50 percent 
share in the global blood pressure monitor market in fiscal year 
2014. 
Fukuda Denshi will bring its oxygen concentrators and artificial 
ventilators for home care, along with maintenance support, to 
the collaboration. This could cater to patients with sleep apnea.
Japan’s large population is a major driver for the country’s 
home care products. By 2025, there should be more than 36 
million Japanese over 65 and that population is expected to be 
near 39 million by 2042. Japan’s elderly population has more 
than doubled in the last 15 years, making up 26.3 percent of 
the total population in 2015. The country also has the most 
centenarians in the world with more than 60,000 people in that 
age bracket last year.
As the population ages quickly, a community-based 
comprehensive health care system will be needed for the 
elderly, as well as patients that need long-term medical care 
at home. The rise in chronic diseases caused by the growing 
number of middle class families is also a driving force for the 
growth of the home care product market. 
Realizing the demographic challenges for health care, 
the Japanese government has been promoting advanced 
technologies for elder care such as assistive robots. At the 
same time, as the government finds it more difficult to provide 
sustainable-yet-affordable health care, it has been shifting 
traditional hospital care to home care. Under the country’s 
National Health Insurance, 16 types of home health care 
services are eligible for reimbursement, including short and 
long-term nursing home stays, home renovation, home health 
care support services, purchase and rental of home care 

equipment, and rehabilitation support services. As a result, the 
number of nursing homes is growing rapidly, increasing more 
than four times over the last decade. 
Ames Gross, president and founder of consulting firm Pacific 
Bridge Medical, said the number of home health care service 
providers has almost quadrupled in the past 14 years. As a 
result, the demand of medical devices that can be used in these 
institutions is growing rapidly as well.
According to Pacific Bridge Medical, the Asian home health 
care device market segment alone could reach $15 billion 
in 2017. These include products such as adult diapers, 
convalescent beds, hearing aids, wheelchairs, handrails, and 
equipment for bed-ridden patients. Japanese importers are 
also looking for Western products that are conducive to the 
Japanese home.
BMI Research’s medical device analyst Ethel Kuntambila said 
in a recent industry report that the overall Japanese medical 
device market would continue to grow despite the slowdown of 
the country’s economy “which continues to suffer from chronic 
fiscal deficits and a burgeoning debt burden.” BMI predicts that 
the device market will continue to out-perform the economy in 
the near future.
Kuntambila said the market would expand by a compound 
annual growth rate (CAGR) of 3.5 percent from ¥3,095.5 
billion (US$29 billion) in 2015 to ¥3,681.6 billion (US$35 
billion) in 2020. Major segments such as consumables and 
dental products will have CAGRs of 4 percent and 0.9 percent 
between 2015 and 2020. // 
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Alzheimer’s 
Continued from page 1

clinical trials in Alzheimer’s, it is now realized that to 
demonstrate a positive effect it is necessary to treat the disease 
during its earlier stages. But subjects are hard and expensive 
to find using the existing nonscalable screening methods of 
positron emission tomography (PET) amyloid screening or 
cerebrospinal fluid examination.
Cytox cites screening failure rates of between one in seven and 
one in 10, in identifying amyloid-positive subjects using those 
tests. 
Its Variatect single nucleotide polymorphism (SNP) array works 
on Affymtrix Inc.’s high-throughput Genetitan platform, using 
DNA from blood or other clinical samples. The array tests for 
130,000 novel and known SNP variants in genes involved in 
pathways that are implicated in Alzheimer’s disease etiology.
Cytox will present data demonstrating Variatect’s accuracy 
at the Alzheimer’s Association International Conference in 
Toronto.
“After many disappointments and failures in drug trials, 
pharma companies have a need for earlier-stage subjects for 
inclusion in clinical trials,” said Richard Pither, CEO of Cytox. 
“[Variatect] is easy to administer and provides a high degree 
of accuracy. In doing so, it dramatically reduces screening 
failure rates and current associated costs of testing for amyloid 
positivity,” he said. 
“Amyloid remains the focus of Alzheimer’s disease research 
for pharma. Subjects with mild cognitive impairment [MCI] or 
who are prodromal, with amyloid, are at a relatively high risk, 
so identifying amyloid-positive patients is critical,” Pither told 
Medical Device Daily.
The SNP panel was selected with the advice of leading clinical 
experts, drawing on whole exome association analysis, 
genomewide association studies and variants considered to 
be of importance in Alzheimer’s disease-associated biological 
pathways.
Variatect has been validated against highly characterized 
patient populations that were recruited into studies over the 
past five to 10 years. 
One such is the French Insight study, which has looked at 
using SNP profiling in assessing risk of future decline in elderly 
individuals complaining of subjective memory loss. The study 
involves 350 healthy volunteers, ages 70 to 85, who have been 
stratified into an amyloid-positive group (as seen by PET) and a 
control group.
Another cohort against which Variatect has been tested comes 
from Australia’s Imaging, Biomarkers and Lifestyle (AIBL) study 
of aging, launched in November 2006 to discover biomarkers, 
cognitive characteristics and health and lifestyle factors 
that determine subsequent development of symptomatic 
Alzheimer’s disease. 

AIBL has recruited 1,000-plus participants with Alzheimer’s 
disease, mild cognitive impairment and healthy volunteers.
“The key to developing Variatect was getting access to the 
samples,” Pither said. “DNA is very stable and we know what 
happened [to the subjects]. The controls really are controls, the 
Alzheimer’s disease patients genuinely have Alzheimer’s, and 
for those with MCI we know about the amyloid status.”
Testing against DNA samples taken at the point of recruitment 
into the various studies has shown Variatect to have an 
accuracy of greater than 80 percent, with high positive and 
negative predictive values for the amyloid status of subjects.

A RESOURCE FOR DRUG DISCOVERY
Genetic analysis is the most effective way of deciding who 
should be assessed for early stage Alzheimer’s disease, 
according to John Hardy, of the Institute of Neurology at 
University College London and a leading expert on Alzheimer’s 
genetics. Hardy advised Oxford, U.K.-based Cytox on the 
selection of SNPs.
“We need to achieve an area under the curve of close to 80 
percent and this is just where the current array performs,” 
Hardy said.
Variatect is being launched for research and not at 
this point as a clinical diagnostic. “Variatect is not yet 
in commercial use, but we are in touch with various 
organizations, including pharma and biotech companies 
and academics,” Pither said. “The Affymetrix platform is 
already in use in labs around the world and Affymetrix 
is leading on sales and commercialization. This gives us 
credibility,” said Pither.
In addition to using Variatect to select clinical trial 
populations, there are other opportunities for stratification 
using the 130,000 SNPs – for example, looking at the SNP 
profile of responders/nonresponders. “It would also be a 
resource for drug discovery. All the genes function in four key 
pathways that are risk-associated with Alzheimer’s disease,” 
said Pither.
Cytox was founded to commercialize an Alzheimer’s disease 
diagnostic based on a single indicator of a fault in the cell cycle 
of lymphocytes. That involved isolating lymphocytes from blood 
and subjecting them to specific cell cycle inhibitors, a test that 
took two weeks to process.
“The test was not robust enough, but we rationalized that the 
phenotype had a genetic underpinning,” Pither said. Cytox took 
its outline findings to the medical charity Alzheimer’s Research 
UK, which put the company in touch with Hardy.
That led to the award of a £1.8 million (US$2.4 million) grant 
from the government innovation agency Innovate UK, to 
finance development of Variatect.
Now Cytox is preparing to raise a £4 million private round to 
support commercialization of Variatect as a research tool and 
to develop a clinical diagnostic. The company previously raised 
£1.5 million in April 2014 and £3.5 million in March 2013. //
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APPOINTMENTS & ADVANCEMENTS

Noraker 
Continued from page 1

of bioglass 45S5 (45 percent silicon, 5 percent phosphorus). 
Bioglass 45S5 – one of the first man-made materials to bond 
with living tissues – was discovered in 1969 by the American 
researcher Larry Hench.
“The presence of calcium and phosphate ions gives bioactive 
glass G45S5 osteointegration, oesteoconduction and resorption 
properties in natural bone,” said Céline Saint Olive Baque, 
Noraker’s general manager. 
Her company, which was set up in 2005, is rolling out a new 
biomaterial developed using patented, CE marked composite 
technology and a novel manufacturing process.

BIORESORBABLE SUBSTITUTE
Noraker’s first patent covers its invention of a porous bioglass 
granule/ powdered alpha-hemihydrate calcium sulphate 
composite. The average diameter of the bioglass macropores 
is 150-300 microns, while its micropores measure less than or 
equal to 5 microns. The pore grain size is 1-1,000 microns in 
bioglass and 10-100 microns in calcium sulphate dihydrate. 
Noraker has also patented a manufacturing process for its new 
synthetic biomaterial composite, which resists compression 
of 25-70 megapascals (mPa) and is better resorbed than 
conventional bone substitutes such as hydroxypatites and 
tricalcium phosphates. Professor Cédric Barrey – a spine 
surgeon at Pierre Wertheimer Hospital in Bron, near Lyon – has 
been using this bioglass for the past 18 months to stimulate the 
body’s production and proliferation of stem cells and help them 
differentiate into osteoblasts, i.e. bone-forming cells. According 
to Barrey, “This bioglass is completely resorbed into the body 
after 3-6 months.” 

NOVEL MANUFACTURING PROCESS
Noraker produces 1 kg/day of this precious biomaterial, which 
is extracted in 500 g blocks from two large industrial furnaces 
after firing for 14 hours at 1400°C. Noraker’s production method, 
especially the drying process, distinguishes the company from its 
two competitors: the Finnish company Bonalive Biomaterials Ltd  
and  Novabone Products LLC, based in Jacksonville, Fla. Noraker 
is going to occupy an important place on this niche market in 
the future. To date, one million patients worldwide have received 
bioglass during orthopedic indications.  
This market has great commercial potential and potential 
for expansion. According to Global Data, the bone grafts and 
substitutes market in the U.S., Europe, Japan, Brazil and China 
combined is worth close to 2.3 billion dollars. The use of new 
generation synthetic bone substitutes such as bioglass is increasing 
due to a rise in spinal fusion surgery and an ageing population. The 
biomaterials market is growing by 6.8 percent annually. “Bioactive 
substitutes such as bioglass represent the most dynamic, promising 
segment of the biomaterials market,” Saint Olive Baque told Medical 
Device Daily.

BONE REGENERATION, KNEE CRUCIATE-LIGAMENT REPAIR 
Noraker has developed a third patent for its new combination 
of bioactive glass and resorbable, lactic acid copolymer, which 
gives higher resistance. Thanks to financial backing from 
the Lyon-based Family Office SEGIPA, Lyon regional council 
and the French state, Noraker has been marketing a range of 
bioresorbable interference screws for knee cruciate-ligament 
reconstruction since last year. Some 37,000 such operations 
are carried out in France annually. “Until now, interference 
screws had weak points in terms of their mechanical resistance, 
resorption, tolerance and bone-regeneration ability,” Saint 
Olive Baque told Medical Device Daily. 
Intermediate results of a year-long clinical trial on a cohort of 
110 patients treated with this medical technology at Clinique 
du Parc Hospital in Lyon will be presented at the next French 
Arthroscopy Society congress in Paris at the end of November. 
“Bone cells start colonizing the bone tunnel three months 
after surgery using these bioactive resorbable screws, whereas 
it takes 6 months to a year using conventional screws,” Saint 
Olive Baque told Medical Device Daily. A third of Noraker’s 
turnover currently comes from ligamentoplasty, a third from 
spinal fusions and a third from dental implants. 

CARTILAGE REGENERATION TO TREAT OSTEOARTHRITIS 
Noraker is involved in many French and European research 
programs and partnerships. Next year, the company plans 
to market new galenic forms (powder, paste, cubes) of 
bone bioglass for filling areas that are hard for surgeons to 
access. “In 2018, we’re planning to roll out our composite 
technology onto ankle, shoulder and hand ligament 
reconstruction,” said Saint Olive Baque. And Noraker 
does not intend to stop there since it is collaborating with 
London-based Imperial College and the University of 
Milano-Bicocca in Italy to develop bioglass containing a 
polycaprolactone polymer. This bioglass material mimics 
the shock-absorbing and load-bearing properties of real 
cartilage, including its flexibility, strength, durability and 
resilience. Furthermore, this composite can be made in 
biodegradable ink form, enabling researchers to 3-D print it 
into structures that stimulate the formation and growth of 
knee cartilage cells. The first results are expected in 2018. //

Brainscope Company Inc., of Bethesda, Md., appointed 
Andrew Holman as chief commercial officer. Holman most 
recently served as president of corporate development for 
Greatbatch Inc.
Electrocore LLC, of Basking Ridge, N.J., said Frank Amato has 
been appointed CEO. Amato previously was the company’s 
chief operating officer. J.P. Errico, the company’s previous 
CEO, will transition to chief science and strategy officer. He co-
founded Electrocore in 2005.
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Cardiac 
Continued from page 1

year study of the Lucas Chest Compression System, called it 
“groundbreaking” in its ability to provide more continuous, 
integrated emergency response, and improved heart attack 
outcomes.
“Our goal is to start patients on in-hospital therapy within 
60 minutes of paramedics first arriving on scene, Grunau 
told Medical Device Daily. “This device keeps on compressing 
automatically while paramedics drive to St. Paul’s Emergency 
Department, as well as administer other therapies to the 
patient.”
Typically, paramedics are expected to provide constant CPR 
despite carrying the patient up or downstairs or maneuvering 
around other obstacles prior to placing them in an ambulance 
and delivering them to the hospital. In addition, coronary 
profusion pressure drops when one paramedic takes over 
for another paramedic attending to other medical concerns, 
requiring several compressions to reestablish the previous 
pressure levels. 

PORTABILITY IS EVERYTHING
Lucas is carried in a back pack containing a back plate that 
is placed under the heart attack victim, and an electronic 
compression control panel is strapped to the patient’s chest. 
Once in position, the paramedic adjusts a suction cup at the 
bottom of Lucas to the height of the patient’s chest, and 
activates the machine, performing a minimum of 100 rapid up-
and-down compressions every minute.
Once the patient arrives at St. Paul’s, he or she is connected 
to another machine called Extracorporeal Membrane 
Oxygenation, which Grunau said is “essentially a bypass 
machine” similar to those which keep the heart and lungs in 
cardiac surgery working while clinicians try to find the cause of 
the cardiac arrest. 
“After 30 minutes of failed (manual) CPR have been performed 
on a patient, the likelihood of survival is approximately 0 
percent,” said Grunau. “We hope that among those we treat 
who have already had approximately 60 minutes of CPR, the 
survival rate will be as high as 45 percent.
Sara Lindroth, director of circulatory solutions marketing for 
Physio-Control, which owns and distributes Lucas, told Medical 
Device Daily the technology may open up new opportunities to 
broaden the response and treatment of heart attack patients 
beyond those events which occur at home or at work. “If you 
have sudden cardiac arrest due to accidents where cold is 
involved, for example being stuck in an avalanche, you need to 
provide CPR until that patient has at least been re-warmed.”

FUTURE ENHANCEMENT
The Lucas Chest Compression System has been well studied, 

the company said, including a randomized trial at five European 
sites in Europe involving 2,600 patients. Those trials did not 
show Lucas to be superior to manual CPR, said Lindroth, except 
in the quality of compressions, providing improved circulation. 
The survival rate was also marginally better than the six month 
survival rate experienced by patients who underwent manual 
CPR.
There are, however, a few caveats. The Lucas battery 
must be charged up when powered off (it will not work 
without it, even if connected to external power) and while 
a built in fan keeps the mechanism at proper operating 
temperature, care must also be taken not to cover vent 
holes beneath the control panel to avoid overheating. 
Lucas also is not currently suitable for all patients, 
notably those too small or too large for the chest straps, 
said Lindroth. 
“We are able to treat about 95 percent of the population with 
the device and will certainly be looking into taking even larger 
and smaller patients,” she said.
Lucas is approved for sale in nearly 80 countries, including 
Canada and the United States. The original development 
was funded by private investors and Physio-Control acquired 
the technology in 2011. The U.S. list price for Lucas is 
$15,220. //

FINANCINGS

San Diego-based Aristamd said it raised $11 million in 
series A financing. Avalon Ventures led the round with 
participation from Correlation Ventures. Aristamd said 
it will use the proceeds to accelerate commercialization 
and enhance functionality of its referral intelligence 
platform.
N-of-One, of Lexington, Mass., said it received $7 million 
in series B financing from Providence Ventures and Excel 
Venture Management. The company said it will use the 
proceeds to expand its research and development efforts 
to broaden its precision medical clinical decision support 
solutions in oncology. The company said it also plans to 
expand sales in the U.S. and certain global markets.
Nexstim Plc, of Helsinki, Finland, said it entered into a 
convertible bond facility (CBF) agreement of €5 million 
and a stand-by equity distribution agreement (SEDA) of 
€5 million with Bracknor Investment. The company also 
said it entered into a of €1.5 million and agreed on the 
directed share issuance of €500,000 with the Finnish 
Innovation Fund Sitra. Nexstim has also, separately with 
Bracknor and Sitra, entered into warrant agreements 
entitling to Nexstim shares. The CBF agreement, the 
Bracknor SEDA, the Sitra SEDA, the directed issuance, 
and the warrants are all still subject to approval by 
Nexstim’s extraordinary general meeting of shareholders 
scheduled for Aug. 18.
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Imaging after thyroid cancer treatment  
has little impact on outcomes
More imaging after thyroid cancer treatment identifies 
recurrence, but it does not always improve survival, a new 
study suggests. Researchers from the University of Michigan 
Comprehensive Cancer Center looked at 28,220 patients 
diagnosed with differentiated thyroid cancer, using data from 
the Surveillance Epidemiology and End Results-Medicare 
linked database. They used claims data to track ultrasound, 
PET scans and radioiodine scans in patients diagnosed with 
thyroid cancer between 1998 to 2011. These scans would be 
done to monitor for signs of cancer returning. The researchers 
found that 57 percent of patients had at least one ultrasound, 
24 percent had a radioiodine scan and 15 percent had a PET 
scan. Patients who had these scans were more likely to have 
additional treatments, such as surgery, radioactive iodine 
treatment or radiation therapy. But, while use of imaging 
rose substantially during this time, the death rate did not 
change. The study appears in The BMJ. More people are being 
diagnosed with low-risk thyroid cancer, but the use of imaging 
among these patients has skyrocketed disproportionately. 
Thyroid cancer generally has a high survival rate – roughly 96 
percent of patients are alive 10 years later. But a small number 
of thyroid cancers are more aggressive and likely to return. The 
researchers found that radioiodine scans did lead to improved 
survival. Ideally, these scans are used when blood tests suggest 
a rise in a certain tumor marker and the patient is known to be 
responsive to radioactive iodine treatment. Researchers have 
raised the question of what kind of surveillance regimen is 
appropriate after treatment for many types of cancer, including 
lung cancer and breast cancer. A campaign called Choosing 
Wisely aims to create a national dialogue about avoiding 
unnecessary medical tests. This current study highlights the 
importance of reassessing appropriate imaging after initial 
cancer treatment.

New imaging tool can detect  
common brain disorders
A Yale-led team of researchers developed a new approach 
to scanning the brain for changes in synapses that are 
associated with common brain disorders. The technique 
may provide insights into the diagnosis and treatment 
of a broad range of disorders, including epilepsy and 
Alzheimer’s disease. The study was published July 20 
in Science Translational Medicine. Certain changes in 
synapses – the junctions between nerve cells in the brain 

– have been linked with brain disorders. But researchers 
have only been able to evaluate synaptic changes during 
autopsies. For their study, the research team set out to 
develop a method for measuring the number of synapses, 
or synaptic density, in the living brain. To quantify 
synapses throughout the brain, professor of radiology and 
biomedical imaging Richard Carson and his coauthors 
combined PET scanning technology with biochemistry. 
They developed a radioactive tracer that, when injected 
into the body, binds with a key protein that is present in 
all synapses across the brain. They observed the tracer 
through PET imaging and then applied mathematical 
tools to quantify synaptic density. The researchers used 
the imaging technique in both baboons and humans. They 
confirmed that the new method did serve as a marker for 
synaptic density. It also revealed synaptic loss in three 
patients with epilepsy compared to healthy individuals. 
The finding has several potential applications. With this 
noninvasive method, researchers may be able to follow the 
progression of many brain disorders, including epilepsy 
and Alzheimer’s disease, by measuring changes in synaptic 
density over time. Another application may be in assessing 
how pharmaceuticals slow the loss of neurons. Carson and 
his colleagues plan future studies involving PET imaging 
of synapses to research epilepsy and other brain disorders, 
including Alzheimer’s disease, schizophrenia, depression, 
and Parkinson’s disease. 

Newly developed coil improves MRIs
A multidisciplinary research team led by University of Houston 
(UH) scientist Jarek Wosik has developed a high-temperature 
superconducting coil that allows MRI scanners to produce 
higher resolution images or acquire images in a shorter 
time than when using conventional coils. Wosik, a principal 
investigator at the Texas Center for Superconductivity at UH, 
said test results show the new technology can reveal brain 
structures that aren’t easily visualized with conventional MRI 
coils. He also is a research professor in the UH Department of 
Electrical and Computer Engineering. The cryo-coil works by 
boosting the signal-to-noise ratio (SNR) – a measure of the 
strength of signals carrying useful information – by a factor of 
two to three, compared with conventional coils. SNR is critical 
to the successful implementation of high resolution and fast 
imaging. Wosik said the cryo-coil reveals more details than a 
conventional coil because of its enhanced SNR profile. Where 
a conventional coil does not have enough sensitivity to “see,” 
a superconducting coil can still reveal details. These details 
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will remain hidden to conventional coils even when image 
acquisition is repeated endlessly. For the initial tests, the probe 
was optimized for rat brain imaging, useful for biomedical 
research involving neurological disorders. But it also has direct 
implications for human health care, Wosik said.

Electrical conductivity used to measure  
blood in dry blood samples
Researchers from The University of Texas at Arlington have 
demonstrated that electrical conductivity can be an effective 
means to precisely measure the amount of blood present in 
dry blood spot analysis, providing a new alternative to the 
current preferred approach of measuring sodium levels. Dry 
blood spots are a pinprick of blood blotted on filter paper 
and allowed to air dry, which is then sent to a laboratory for 
analysis. Simple and inexpensive, dry blood spot analysis is 
routinely used to screen newborns for metabolic disorders and 
has also proven effective in diagnosing infant HIV infection, 
especially in developing countries where health budgets are 

limited. Dasgupta and his co-author Jordan Berg, professor 
of mechanical engineering at Texas Tech University and co-
director of the Nano Tech Center, published their findings, 
“Evaluation of the amount of blood in dry blood spots: ring-
disk electrode conductometry,” in Analytical Chemistry. Akinde 
Kadjo, Brian Stamos, Phillip Shelor, all of UTA, and Benjamin 
Blount of the Center for Disease Control and Prevention’s 
Division of Laboratory Sciences, also participated in the 
study, with Kadjo doing most of the work. Dasgupta and 
his co-researchers used 12 volunteers aged 20 to 66, taking 
pinpricks of blood and letting the dry blood spot samples 
dry. They then took a 3 millimeter punch out of each dry 
blood spot, dissolved the punch in methanol and water 
mixtures and used a dip-type small diameter ring-disk 
electrode to measure the conductance of the samples, 
determining the minimum immersion depth that proved 
accurate in measuring the amount of blood to within one 
percent. The researchers plan to continue their line of 
research with new funding provided recently by the Centers 
for Disease Control and Prevention. 
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WO2016110745-A1: “Non-invasive medical analysis based on TS fuzzy control.” 

Assignee: Alahmadi, Adnan; Alhaisouni, Saif; Alzumaya, Ayoub; Manai, Yassine 

Inventors: Alahmadi, Adnan; Alhaisouni, Saif; Alzumaya, Ayoub; Manai, Yassine 

IPC Codes: A61B 5/145; G01N 33/66 

Publication Date: 14-Jul-2016 

Earliest Priority Details: WO2015IB50124, 07-Jan-2015 

 

 

 

 

  

Non-invasive methods for measuring blood glucose levels based on the TS Fuzzy model to model the proportion of each 

component in blood. The proposed methods use Monte Carlo Simulation to measure the path length of photons in 

different tissues. 

Represents the first patenting from the inventors, one of whom, Manal, gives their address as being the Madinah College 

of Technology, in Medina, Saudi Arabia. Another, Alahmadi, can be seen to work within the Department of Diagnostic 

Radiology at King Abdulaziz University. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236470
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WO2016110804-A1: “Mobile wearable monitoring systems.” 

Assignee: Burton, David 

Inventors: Burton, David 

IPC Codes: A61B 5/0476; A61B 5/0205; A61B 5/0488; A61B 5/11; A61B 5/0496; A61B 5/1455; A61B 5/00; A61B 5/024; 

A61B 5/0478 

Publication Date: 14-Jul-2016 

Earliest Priority Details: AU2015900015, 06-Jan-2015 

 

Mobile wearable monitoring systems for monitoring and acquiring data from patients relating to health conditions, such 

as blood glucose levels, breathing, sleep, neurological and heart conditions. 

David Burton is the founder, chairman and CEO of Compumedics that is based in Abbotsford, Australia. Itdevelops and 

manufactures medical devices for sleep, brain and ultrasonic blood-flow monitoring applications. The present application 

incorporates its Somfit device that gained some media attention in April 2016 following announcements that it would be 

available later in the year for people to manage their sleep. Burton was reported as saying that Somfit bestowed a key 

advantage over wrist worn devices claiming to monitor sleep because they cannot measure brain activity 

For prior patenting in which Burton describes: a respiratory inductive plethysmography band for measuring the volume 

and rate of respiration, see WO2011029136; an apparatus for detecting sleep disordered breathing, cardiac events 

and/or heart rate variability in a subject from an ECG signal, see WO2005067790; and, a system for determining the 

vigilance state of a subject such as a driver of vehicle that comprises means for monitoring physiological variables such 

as EEG, EMG and EOG signals, see WO0044580. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236488
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US20160199080-A1: “Delivery of thrombolytic agent through actuation member of 
thrombus retrieval device.” 

Assignee: Cook Medical Technologies LLC 

Inventors: Mayle, Brent A; Merk, James C; Milner, Keith R; Puckett, Dean R; Voorhies, Darin J 

IPC Codes: A61B 17/221 

Publication Date: 14-Jul-2016 

Earliest Priority Details: US2016991362, 08-Jan-2016 

 

 

 

 

Thrombus retrieval devices used in thrombectomies to dislodge and retrieve a thrombus or clot from narrow intraluminal 

passage. The device includes a catheter having a distal portion, a lumen and a plurality of openings on the outer surface 

of the catheter, through which the thrombolytic agent is supplied. The device applies a thrombolytic agent locally, while 

still being able to quickly capture and remove a thrombus from an intraluminal passage. 

Milner previously described an intraluminal drug delivery device useful for treating a thrombus in US20150231326. 

Whilst Cook Medical’s website can be seen to provide reimbursement information for thrombectomy procedures, it 

doesn’t advertise, clearly at least, any specific thrombectomy catheter devices. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237064
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US20160199225-A1: “Micro-droplet delivery device and methods.” 

Assignee: Ivri, Yehuda 

Inventors: Ivri, Yehuda 

IPC Codes: H01L 41/09; A61F 9/00 

Publication Date: 14-Jul-2016 

Earliest Priority Details: US2016992975, 11-Jan-2016 

 

 

 

 

 

Miniature wearable micro-droplet ejection device for treating chronic dry eye syndrome. The device comprises a 

disposable drug package and a piezoelectric actuator. The actuator is configured to generate an acoustic pressure within 

the drug package to dispense droplets of an agent from an aperture, eg to the corneal surface of the eye. The 

piezoelectric actuator may be removably attached to an earpiece of an eyewear article such as optical or sunglasses. 

Seemingly represents a novel application for the inventor’s expertise in piezoelectric dispensers that has previously seen 

him make claims concerning their use in the production of DNA arrays and assays (WO2012100205 assigned to Biodot 

Inc that manufactures non-contact and quantitative fluid and powder dispensing systems for the industrial, life science, 

diagnostic, and medical product markets) and more particularly within aerosolizers (EP1896662 assigned to Aerogen Inc 

that he founded to design and manufacture aerosol drug delivery systems). 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237109
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WO2016112336-A2: “Medical guidewires for tortuous vessels.” 

Assignee: MIVI Neuroscience Inc 

Inventors: Ogle, Matthew, F.; Pokorney, James 

IPC Codes: A61M 25/09 

Publication Date: 14-Jul-2016 (also published as US20160199620-A1) 

Earliest Priority Details: US2015593766, 09-Jan-2015 

 

 

 

 

Guidewires that are particularly suitable for navigating circuitous vessels, especially the blood vessels of the brain. Some 

of the guidewires have a hyperbolic taper that provides desired flexibility, and they may comprise an integrated guide 

structure that provides for extension in the blood vessel of a core wire to provide for extended reach of the guidewire. 

They may also have a flexible tip that can be guided by the flow in the vessel. Whilst of potential use in any vascular 

procedure there is a focus upon their use in treating ischemic stroke conditions. 

For a previous filing from the applicant and the inventors describing a device for treating acute stroke, see 

WO2011130256. 

MIVI Neuroscience, a surgical and medical instrument manufacturer located in Eden Prairie, Minnesota, was founded by 

the inventor Matt Ogle in May 2013. Since that time he has gained FDA clearance for the first generation of MIVI 

neurovascular catheters (Mi-Axus™ catheters) and has completed the development of multiple other proprietary 

products, including the Neuronet™ embolic protection and clot pulling device that the company is expecting to be 

approved in the EU within the next 12 months. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236808
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US20160199261-A1: “Medication administration tracker.” 

Assignee: Morgan, Daniel Paul 

Inventors: Morgan, Daniel Paul 

IPC Codes: A61J 7/04 

Publication Date: 14-Jul-2016 

Earliest Priority Details: US2015596668, 14-Jan-2015 

 

 

 

Medication administration tracker comprising a container, an indicator configured to produce an indication when 

prompted, a time keeper integrated into the medication container and operable to keep time and a processor integrated 

into the container and operatively connected to the at least one indicator and the time keeper, wherein the processor is 

may be programmed to activate the indicator when the time keeper reaches a desired dosage time. 

Seemingly represents the first patenting from the inventor who is based in Siesta Key, Florida, where there happens to 

be a real estate agent going by the exact same name. 

 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237120
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WO2016110592-A1: “A wireless data communication module for drug injection 
devices.” 

Assignee: Novo Nordisk A/S 

Inventors: Bernardini, Lorenzo; Borghi, Tommaso; Borregaard, Sune Pelle; Hansen, Kim Ejholm; Pedersen, Bennie; 

Rolsted, Niels Pryds; Soro, Paolo; Valsecchi, Luca 

IPC Codes: A61M 5/24; H04B 5/00; A61M 5/315 

Publication Date: 14-Jul-2016 

Earliest Priority Details: EP2015150512, 08-Jan-2015 

 

Wireless data communication module suitable for use as a component or sub-assembly of a pen shaped drug, delivery 

device, comprising a folded flexible carrier member and a display. The device provides a NFC based wireless data 

communication module in a compact module size without compromising data transmission distance and display 

readability. The wireless data communication module (100) may be electrically connected to various types of sensors, eg 

a dose sensor arrangement of the drug injection device. In this manner, the nonvolatile memory of the wireless data 

communication module may be used to automatically collect the data log or data record of the patient's drug 

administration. This data log may eg comprise the patient's injected drug doses and injection times. The content of the 

data log or record may then be transmitted automatically to an external NFC enabled computing device (such as a 

smartphone or tablet forming part of a medical system) via the NFC antenna either automatically or upon 

interrogation/request from the external NFC enabled computing device. 

Published alongside WO2016110561 describing an end-of-contents indicator system for a multi-dose self-administered 

drug injection device that provides a clear indication when a dose that is exceeding the remaining dose amount is set on 

the injection device. The device comprises a cartridge, a dosing driver and a dose setting driver 

For prior Novo Nordisk patenting from a different inventive team describing a portable pen-type drug delivery device with 

an electronic display on an attached clip to display dose-related values, see WO2016062807. 

Novo Nordisk's range of marketed pen injection devices include the NoFlexTouch®, FlexPen®, NovoPen® 5, NovoPen® 

4, InnoLet®, NovoTwist®, NovoFine® and NovoFine® Plus insulin pens, and the FlexPro®, NordiFlex®, NordiPen® and 

NordiLet® growth hormone pens. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236450
https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236434
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EP3042676-A1: “Supplemental device for attachment to a pen injector and 
determination of a set dose amount using optical character recognition (OCR).” 

Assignee: Sanofi 

Inventors: n/a 

IPC Codes: A61M 5/315; A61M 5/24; G06K 9/32; G06K 9/20; G06K 9/00; G06K 9/62; G06K 9/34; G06T 7/00; A61M 5/31 

Publication Date: 13-Jul-2016 

Earliest Priority Details: EP2015150747, 12-Jan-2015 

 

A supplemental data collection device for attachment to a pen-type injector, comprising a camera and a processing 

arrangement, for recording a medicament dose using optical character recognition. The processing arrangement may be 

configured to identify a color of at least one component of the medicament dispensing device and to determine a type of 

said medicament based on said color. This may allow information regarding medicament type to be obtained 

automatically, without specific input from the user, potentially improving reliability of the information obtained. 

The disclosure specifically names Sanofi's SoIoSTAR® insulin injection pen in its description of figure 1, and makes 

further specific reference to it being able to potentially differentiate between its SoIoSTAR® Lantus® (insulin glargine 

injection) and SoIoSTAR® Apidra® (insulin glulisine) products being contained in the device based on the color of the 

dispensing devices. 

For prior Sanofi patenting describing pen type drug delivery devices, see EP3042676. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237625
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WO2016111296-A1: “Medical device.” 

Assignee: Terumo Corp 

Inventors: Maruyama, Tomoji; Yamashita, Yasunori 

IPC Codes: A61B 8/12 

Publication Date: 14-Jul-2016 

Earliest Priority Details: JP20152044, 08-Jan-2015 

 

Medical device capable of acquiring image information, the device being capable of adjusting the direction of an angio-

image without the presence of a guide wire in the imaging area of an imaging unit. The medical device (1), which has an 

imaging function, comprises: a shaft body section (22) wherein an image lumen (25) and a guide wire lumen (26) are 

formed; a shaft tip section (21) wherein a common lumen (27) that is in communication with the image lumen (25) and 

the guide wire lumen (26) is formed; a drive shaft (42) capable of movement in the rotating direction and the axial 

direction inside the image lumen (25); a transducer unit (41), which is fixed to the tip of the drive shaft (42), is capable of 

moving inside the common lumen (27), and has a radiocontrast section; and a radiocontrast marker (8), which is 

provided on a portion of the shaft body section (22) and/or the shaft tip section (21) in the circumferential direction so that 

an image thereof can be picked up by the transducer unit (41) and which is observable from outside the body by means 

of an angio-image.  

Published alongside WO2016111294 and WO2016111295 in which one of the inventors, Yamashita, describes similar 

such ultrasound catheters. For prior Terumo patenting describing a balloon catheter for delivering a contrast agent, see 

WO2016098670. 

Currently, within the field of imaging products for interventional cardiology, Terumo can be seen to market the 

Lunawave® Optical Frequency Domain Imaging (OFDI) system to be used with a dedicated Fastview® coronary catheter 

for imaging and inspecting of coronary artery lumen and surface layers of vessel walls by using near-infrared light. The 

company also markets a range of Radifocus® nitinol hydrophilic guidewires for angiography in coronary and peripheral 

territories, catheterization, embolization, and peripheral stenting. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236573
https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236571
https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236572
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US20160199609-A1: “Respiratory interface.” 

Assignee: Trudell Medical International 

Inventors: Baran, George; Gulka, Noel 

IPC Codes: A61M 16/20; A61M 16/00; A61M 15/00; A61M 16/04; A61M 11/00 

Publication Date: 14-Jul-2016 

Earliest Priority Details: US2016994732, 13-Jan-2016 

 

 

 

 

Patient respiratory interface for use in an aerosol delivery system. The interface may provide a mechanism for 

introducing an aerosolized medicament to infants without the need for invasive intubation when treating issues in infants 

such as infant respiratory distress syndrome. The interface may include an outer body formed in the shape of a pacifier 

where the insertion portion of the pacifier may be hollow and have an opening to guide a catheter or other tubing that 

may be passed through a flange and the insertion portion of the interface. The catheter may be recessed from or extend 

slightly out of the tip of the insertion portion so that a flow of nebulized medicament may be delivered to the patient's 

oropharynx in aerosol form. 

Trudell Medical International (TMI) of London, Ontario, designs, develops and manufactures a wide range of aerosol 

drug delivery and lung health devices, including the AeroEclipse® Breath Actuated Nebulizer that is designed to work 

with a compressed air source to convert liquid medication into a fine mist so it can be inhaled into the lungs. 

For previous patenting from TMI describing a breathing apparatus, see WO2014140776. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237188
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US20160201037-A1: “Modular, microfluidic, mechanically active bioreactor for 3D, 
multi-tissue, tissue culture.” 

Assignee: University of Pittsburgh of the Commonwealth System of Higher Education 

Inventors: Alexander, Peter; Gottardi, Riccardo; Lin, Hang; Lozito, Thomas P.; Nelson Jr., Douglas A.; Tuan, Rocky S. 

IPC Codes: C12M 1/00; C12M 3/00; C12N 5/071; C12M 1/42 

Publication Date: 14-Jul-2016 (also published as WO2015027186, 26-Feb-2015) 

Earliest Priority Details: US2013868979, 22-Aug-2013 

 

 

Microfluidic, mechanically active bioreactor for the construction of an in vitro 3-dimensional (3D) microsystem that models 

the structure and biology of tissues that are adjacent or contiguous in the body such as the osteochondral complex of the 

articular joint. In certain embodiments, two or more different tissues can be grown adjacent to one another in a 

bioreactor. The bioreactor can be configured with at least two chambers, each independently provided with nutrients 

and/or fluids, such that different tissues grown in the bioreactor can be fed with different nutrients or fluids. Thus, two or 

more tissues can be grown adjacent to one another and their interaction(s) can be studied. 

The 3D microtissue constructs are disclosed as being useful in the study of the osteochondral environment and 

osteoarthritis in vitro, and in drug screening to identify potential therapeutic agents to treat osteoarthritis. 

See US20160129155 in which some of the same inventors (Lin and Tuan) describe a method for fabricating human cell-

based engineered musculoskeletal tissues using 3D fabrication technology, that may be useful for repairing 

musculoskeletal or osteochondral defects. Dr Tuan is an internationally-renowned scientist in the areas of connective 

tissue, molecular/cell biology, and tissue engineering. His research focuses on the development, growth, function, and 

health of the musculoskeletal system, the biology of adult stem cells, and the utilization of this knowledge to develop 

technologies that will regenerate and/or restore function to diseased and damaged musculoskeletal tissues. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3237284


  Medical Device Daily™ - Cortellis™ Patent Gazette 
  

MDD-CPG 
Week 28  

 

13 

WO2016112361-A1: “Systems and methods for inhibiting heterotopic ossification.” 

Assignee: University of Washington 

Inventors: Ausk, Brandon J.; Bain, Steven; Gross, Ted S. 

IPC Codes: A61M 5/178 

Publication Date: 14-Jul-2016 

Earliest Priority Details: US2015101089, 08-Jan-2015 

 

 

 

Systems and methods for mitigating the formation of heterotopic ossification lesions by delivering a neuromuscular 

inhibitor. The methods employ delivery devices for delivering the neuromuscular inhibitor, and they can include an 

injector body, a device body for spacing the injector body from a target delivery location, and a plurality of needles, they 

may include an injector guide having multiple guide holes and an injector needle for delivering the neuromuscular 

inhibitor via the guide holes. The neuromuscular inhibitor may be botulinum toxin type A or B, a non-steroidal anti-

inflammatory agent, a COX-2 inhibitor, or a nuclear retinoic acid receptor gamma agonist. 

Previously, in WO2011011513, the inventors described the use of proprioception inhibitors such as an inhibitor of small-

diameter sensory fibers (eg lidocaine, bupivacaine or veratridine), saxitoxin, Clostridium botulinum toxin type A and other 

botulinum toxin preparations for the inhibition or prevention of heterotopic ossification and for the treatment of bone 

trauma. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236817
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US9387125-B1: “Sock for treatment of foot and leg wounds, methods of use and 
manufacture.” 

Assignee: Vive Wear LLC 

Inventors: Duda, Marcus 

IPC Codes: A61N 1/32; A61F 13/06; A61F 13/08; A61F 13/00 

Publication Date: 12-Jul-2016 

Earliest Priority Details: US20166781, 26-Jan-2016 

 

Compression stocking for improved healing of chronic foot and leg wounds. The tubular body comprises filaments 

containing silver nanoparticles in a concentration effective to promote wound healing. The invention builds upon Duda’s 

prior description of a sock like wound dressing in WO2013106410. 

The company can be seen to market the “Vive”, describing it as a unique, effective and user-friendly compression 

stocking/sleeve combination, which is applied by an individual at home and can be re-used for extended periods of time. 

It further reports how in medically reviewed studies, Vive has proven to heal wounds and regenerate skin. 

The inventor, who is an orthopedic surgeon at Piedmont Orthopedics in Greensboro, North Carolina, began developing 

the sock concept in 2011. As a volunteer physician treating chronic wounds at a hospital wound center, he became 

interested in why products on the market do not heal chronic and complex wounds. In an acute wound, the body’s 

immune system unleashes mediators that clean up wounds to start the healing process. In chronic wounds, these 

mediators don’t get turned “off,” and this causes destruction of healing tissue. These chronic wounds also become 

colonized with bacteria. Duda’s sock turns off the mediators and wicks away moisture that feeds the bacteria. The sock 

also includes a compression component, which increases circulation to the wound up to 40 percent, aiding in the healing. 

https://cortellis.thomsonreuterslifesciences.com/redirect/ngg/report/ci/patentFamily/3236847
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