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Medtronic takes on risk in payer and employer contracts tied to insulin pump use
Value-based care and paying for performance are not the order of the day yet, but incremental moves are being made to move away
from a fee-for-service world.
The latest evidence of it comes from medical device maker Medtronic. On Friday, the Dublin, Ireland company announced that it is
launching a guarantee program for payers and employers in conjunction with the use of its 670G hybrid closed-loop insulin pump.
That is the first automated insulin delivery system that the Food and Drug Administration approved two years ago. Under the program, Medtronic will reimburse up to $25,000 per pump over a four-year period for “qualifying diabetes-related inpatient hospitalization and emergency room admissions for eligible in-network patients” in the United States. “This new program demonstrates the
strong confidence we have in our ability to deliver improved clinical outcomes with our MiniMed670G system and our commitment to
value-based healthcare that not only improves outcomes but drives down the enormous burden of diabetes-related healthcare
costs,” said Alejandro Galindo, president of the Advanced Insulin Management division within the Diabetes Group at Medtronic, in a
news release.
Efforts to reduce any costs associated with diabetes is likely welcome news, and for device companies to take on risk in
contracts bodes well for the future of value-based care.

IBM, Aramark team up to support connected medical devices
The entities will use analytics to identify when an MRI or X-ray machine needs assistance. A technician will then be informed that the
device needs to be repaired or replaced. As the healthcare industry becomes increasingly reliant on digital technologies, IBM and
Aramark have joined forces to help maintain and secure connected medical device ecosystems.
IBM will bring its expertise in security and support services to the table, while Aramark, a food services and facilities management
company, will leverage its knowledge of clinical engineering and healthcare technology management. As one example of their partnership in action, the entities will use analytics to identify when an MRI or X-ray machine is struggling. A technician will then be informed that the device needs to be repaired or replaced.
The ultimate goal of joining forces is, of course, to work toward better patient care.
“As IBM and Aramark move forward together, we are reminded that this partnership is built on a collective commitment to help
healthcare providers deliver greater efficiencies to their clinical and enterprise IT support, optimize system reliability through proactive support and better address cybersecurity risks through regular, comprehensive assessments of critical network infrastructure,”
the companies wrote in a blog post.
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In this issue… The World’s First Wireless, App-Based Ultrasound: Interview with Dr.
Ryu, CEO of Healcerion

Healcerion, based in South Korea, was the first company to receive FDA clearance for a wireless, app-based ultrasound system
back in 2015. The groundbreaking work done by South Korean engineers and scientists laid the foundation for the development of
an ultrasound transducer that works with most smartphones or tablets. Since introducing the SONON 300C convex transducer, the
company has been making progress to further advance this branch of ultrasound devices. Their latest, the SONON 300L linear
transducer, weighs only 13 ounces (370 grams) including the battery, and features color Doppler mode for easier musculoskeletal
(MSK), vascular, small parts (breast, thyroid), lung, and other types of imaging.
Dr. Benjamin Ryu: Before becoming involved in developing the first FDA
approved wireless ultrasound system, I worked as an ER doctor for seven
years. Working as a doctor in South Korea comes with certain advantages;
we had several stationary ultrasound machines at our disposal and never
had problems with access to quality diagnostic equipment. But one day,
everything changed. My ambulance crew responded to a call for a pregnant unconscious woman and when we got there she was dead on arrival.
We immediately began CPR and loaded her into the ambulance to
transport her to the hospital. Although we managed to stabilize the woman,
her unborn baby’s condition was still unknown. The baby was preterm,
making it even more difficult to gauge whether it was alive or not. This
nerve-wracking experience is what inspired me to create a pocket ultrasound device. With the help of such a system, we can provide better care
to patients, especially in emergency situations.

Potential improvements in stroke recovery through
nerve stimulation
A new clinical trial at The Ohio State University is aiming to shorten the
recovery period of motor skills for stroke patients via vagus nerve stimulation (VNS), drastically improving patients’ post-stroke outcomes and quality
of life. Vivistim, a device developed by the Dallas-based company MicroTransponder, works by pairing VNS with muscle movement during rehabilitation. The pairing leads to strengthening of the neural circuits in the brain associated with motor function, learning, and memory. As
one of the leading causes of disability worldwide, acute ischemic stroke (AIS) is becoming increasingly prevalent due to both the
growing aging population and an increase in risk factors such as high blood pressure, diabetes, high cholesterol, and obesity.
Stroke, particularly in older adults, can lead to loss of motor function in multiple areas, such as movement, balance, and coordination; however, early treatment has been shown to reduce the chances of poor post-stroke outcome. The new application of nerve
stimulation within stroke care could drastically improve the quality of life and recovery for stroke patients. If the Vivistim shows positive results in stroke patients regaining motor function earlier, many doors for potential rehabilitative treatment and reducing the burden of stroke on healthcare systems could be opened for the device.
As one of the leading causes of disability worldwide, acute ischemic stroke (AIS) is becoming increasingly prevalent due to both the
growing aging population and an increase in risk factors such as high blood pressure, diabetes, high cholesterol, and obesity. Stroke,
particularly in older adults, can lead to loss of motor function in multiple areas, such as movement, balance, and coordination; however, early treatment has been shown to reduce the chances of poor post-stroke outcome.
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Virtual surgery: no longer a question of ‘when?’
July 7, 2018

German company ApoQlar is developing the Virtual Surgery Intelligence software tool, which uses mixed
reality to help surgeons prepare for and carry out surgery. We speak to the developers about its potential
applications in future surgical procedures.
Could augmented reality (AR) be the next big thing within healthcare? Over the last few years, there has
been a wave of startups in the field, focusing on everything from neuro-assistance for autistic people (Brain
Power) to easier blood transfusions (AccuVein). Perhaps most excitingly, it could change the face of surgery,
replacing many of the tools necessary today with a single, wearable piece of equipment.
The possibility first emerged in 2013, when Dr Rafael Grossman became the first person to use Google
Glass during a surgical procedure. Since then, many new players have entered the field with a view to
developing AR for the operating table.
These have included Medsights Tech, which uses image-reconstructing technology to give surgeons ‘X-ray
vision’, and EchoPixel, which offers advanced medical visualisation software. Most recently Touch Surgery, a
London start-up developing holographic surgery headsets, raised $20m from the backers of the Oculus
headset. Augmented reality technology involves ‘augmenting’ the real-world environment with various pieces
of computer-generated input (sound, images or information), by way of a screen or headset. Although it is
related to virtual reality (VR), there is one key difference: VR places the user in a completely immersive
world, detached from reality, while AR overlays information onto the physical setting.
Although AR is only beginning to make its way into the healthcare space, its potential is significant.
From a medical standpoint, one key advantage is that practitioners don’t need to take their focus off the
patient. Currently, surgeons need to switch between various reference points – from the person on the
operating table to the medical images and patient data displayed on various screens. With applications such
as VSI, they can access all the information they need while the patient remains in their field of vision.
At the time of writing, ApoQlar is waiting to receive medical certification for VSI Surgery, which will enable
surgeons to use the tool in the operating room. The company is also working to develop it further, adding new
functionalities and areas of application.
Since the tool uses machine-learning
algorithms, it will continuously learn and
improve, recognising more tissue types
and acquiring more knowledge with
every operation. From ApoQlar’s
standpoint, there is no doubt that
augmented and mixed reality will
revolutionise current surgical options.
As the company’s founder Sirko Pelzl
recently told the Hamburg News: “It’s not
a question of whether this will happen,
but whether we will lead this revolution.”
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Micro-pacemaker could provide new cardiac pacing options

Researchers at Children’s Hospital Los Angeles (CHLA) and the University of Southern California (USC)
have demonstrated how implanting a micro-pacemaker system in the pericardial sac surrounding the heart
could result in new cardiac pacing options for children and adults.
The micro-pacemaker can be inserted through a single small incision avoiding invasive surgical procedure
and complications related to long pacemaker leads.
CHLA cardiologist Dr Yaniv Bar-Cohen said: “Much about this device and its implantation is novel, starting
with implanting an entire pacing system in the pericardial space in a minimally-invasive fashion, which has
never been done before.”
Bar-Cohen and USC Viterbi School of Engineering professor Dr Gerald Loeb were the lead researchers
during the study. Along with USC associate professor Dr Ramen Chmait, the research team is also
collaborating on the invention of the first micro-pacemaker to treat foetuses in utero.
The micro-pacemaker has the potential to benefit a variety of patients, including children, patients born
with congenital heart disease and adults not suited to traditional pacemakers.
Transvenous cardiac pacing is currently the primary solution for permanent pacing, but a number of
patients with slow or irregular heartbeats are not considered to be suitable candidates for such devices. In
the traditional system, electrode wires are passed through veins into the right ventricle or atrium, often
travelling long distances, which makes lead failure a potential issue. Leadless systems are located inside
blood vessels, which can increase the risk of dislodgement and infection.
The CHLA-USC research team performed percutaneous implantations in a model system and focused on
improving implantation tools and techniques in several experiments. In the final procedure, the implanted
pacing system could achieve up to five days of pacing.
The new micro-pacemaker enables pacing of the left ventricle. Most of the systems currently available only
pace the right ventricle despite research which supports the benefits of left ventricle pacing for better
cardiac synchrony.
The design also allows for the formation of a
biological support matrix that can result from
natural fibrosis.
Loeb said: “As a mechanical support, this living
connective tissue has benefits over the use of
synthetic polymer, which can degrade over time.”

Further testing of the device is ongoing. The
investigators are seeking an industry partner to
collaborate on the further development of the
device.
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How will Brexit affect the UK’s medical technology industry?
July 2, 2018
With recent reports that the NHS is preparing for the potential negative implications of a no-deal Brexit, Association of British HealthTech Industries communications manager Jonathan Evans discusses how Brexit could impact UK medical
technology.
NHS England chief executive Simon Stevens has said that the British Department
of Health and healthcare industries across the country have been making significant preparations for the prospect of a
no-deal Brexit. Over the past few months, concerns have been raised that the importation of drugs and medical equipment could cause unnecessary hardship for patients, but how will Brexit affect the UK medical technology industry?

Charlotte Edwards: How big is the EU market for the British medical technology industry?
Jonathan Evans: The EU is the UK’s biggest export market for health technologies, with around £2bn worth of goods
sent to our European neighbours each year. On the flip side, of the £5bn total imported health tech used by our health
system, £3.2bn comes directly from the EU and our reliance on this source, as a country, has also increased by 20% in
recent years.
“We also did a business survey among our members at the tail-end of 2017, and despite the climate of Brexit, the EU
remains the number-one priority for the UK’s health tech companies. I think if you’re running a small business, which is
what makes up the vast majority of our industry, you simply can’t afford to sit around and wait. So for most, it’s a case
of business as usual until we hear otherwise.
CE: How will Brexit affect the British medical technology industry? Are there both good and bad potential outcomes?

JE: I think if you ask anyone, not just in our sector, the one thing business is screaming out for is clarity. So without any
tangible assurances in place, it’s tricky to tell what our future looks like, post-Brexit. Certainly, there are opportunities,
but the process needs to be carefully managed
There are a number of issues that do call out for clarity, and two stand out: ensuring all products used in healthcare are
exempt from any new customs, tariff or VAT arrangements, and afforded pre-shipping clearance and fast track access
across any new areas and there should, at least initially, be continued compliance with the current certification mark
marking system for medical devices and the continued validity of products currently in the marketplace.
CE: How far do you think the NHS will be affected?
JE: The fact that 62% of all imported health tech used in the NHS comes directly from the EU brings the issue sharply
into focus. And even more importantly, many of these products are delivered ‘next day’. So any delay to supplies could
have a very real impact on patients. Of course, nobody wants this to happen and we are confident that sensible, pragmatic solutions will be in place on day one. The other issue is around workforce. We all know the NHS is underresourced and relies on many overseas workers; therefore it’s so important we ensure the continued availability of
skilled labour and we are able to access the best talent globally.
CE: Is there anything that medical technology companies should be doing to prepare for any negative impacts
of Brexit?
JE: Navigating the changes brought about by Brexit does indeed require diligence and coordination. I think there are
three important areas: communication, supply chain and Notified Bodies/authorised representatives. For the former, let
your international partners – including those in the EU – know that Britain is still open for business. But, also address
the possible outcomes for each of the future trade models on the source and supply of your components and finished
products. A full audit using the various scenarios will help you understand possible cost increases and speak to your
Notified Body as a matter of urgency, to ensure they have appropriate capacity to manage your products.
Marketwatch

BIÇAKCILAR, Corporate Marketing

